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Rules  and  Regulations 


This  section  of  the  FEDERAL  REGISTER 
contains  regulatory  documents  having  general 
applicability  and  legal  effect,  most  of  which 
are  keyed  to  and  codified  in  the  Code  of 
Federal  Regulations,  which  is  published  under 
50  titles  pursuant  to  44  U.S.C.  1510. 

The  Code  of  Federal  Regulations  is  sold  by 
the  Superintendent  of  Documents.  Prices  of 
new  books  are  listed  in  the  first  FEDERAL 
REGISTER  issue  of  each  week. 


DEPARTMENT  OF  AGRICULTURE 
Federal  Crop  Insurance  Corporation 
7  CFR  Part  457 
RIN  0563-AC09 

Common  Crop  Insurance  Regulations; 
Grape  Crop  Insurance  Provisions  and 
Table  Grape  Crop  Insurance 
Provisions;  Correction 

AGENCY:  Federal  Crop  Insurance 
Corporation,  USDA. 

ACTION:  Final  rule;  correction. 


SUMMARY:  On  July  7,  2009,  the  Federal 
Crop  Insurance  Corporation  (FCIC) 
published  amendments  to  the  Common 
Crop  Insurance  Regulations,  Grape  Crop 
Insurance  Provisions  and  Table  Grape 
Crop  Insmance  Provisions.  Due  to  an 
editing  error,  a  definition  was 
constructed  with  incorrect  paragraph 
designations.  This  docvunent  corrects 
that  error. 

DATES:  Effective  Date:  This  correction  is 
effective  August  6,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 
Elizabeth  Lopez,  Risk  Management 
Specialist,  Product  Management, 
Product  Administration  and  Standards 
Division,  Risk  Management  Agency, 
United  States  Department  of 
I  Agricultme,  Beacon  Facility,  Stop  0812, 

!  Room  421,  P.O.  Box  419205,  Kansas 
City,  MO  64141-6205,  telephone  (816) 
926-7730. 

SUPPLEMENTARY  INFORMATION:  In  FR  Rule 
j  Document  No.  2009-15498,  published 

j  July  7,  2009  (74  FR  32049),  make  the 
!  following  correction: 

■  On  page  32057,  in  the  center  column, 
revise  the  definition  of  USDA  grade 
j  standard  to  read  as  follows: 

!  USDA  grade  standard.  (1)  United 

States  standard  used  to  determine  the 
j  minimum  quality  grade  will  be: 

1 


(i)  The  United  States  Standards  for 
Grades  of  Table  Grapes  (European  or 
Vinifera  Type); 

(ii)  The  United  States  Standards  for 
Grades  of  American  (Eastern  Type 
Bvmch  Grapes);  and 

(iii)  The  United  States  Standards  for 
Grades  of  Muscadine  {Vitis  rotundifolia) 
Grapes. 

^  (2)  The  quantity  and  number  of 

samples  required  will  be  determined  in 
accordance  with  procedure  issued  by 
FCIC  or  as  provided  on  the  Special 
Provisions  of  Insurance. 

Signed  in  Washington,  DC,  on  July  14, 
2009. 

William  J.  Murphy,  . 

Manager,  Federal  Crop  Insurance 
Corporation. 

[FR  Doc.  E9-17183  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  3410-08-P 


FEDERAL  RESERVE  SYSTEM 
12  CFR  Part  229 

[Regulation  CC;  Docket  No.  R-1363] 

Availability  of  Funds  and  Collection  of 
Checks 

AGENCY:  Board  of  Governors  of  the 
Federal  Reserve  System. 

ACTION:  Final  rule;  technical 
amendment. 

SUMMARY:  The  Board  of  Governors 
(Board)  is  amending  the  routing  number 
guide  to  next-day  availability  checks 
*and  local  checks  in  Regulation  CC  to 
delete  the  reference  to  the  head  office  of 
the  Federal  Reserve  Bank  of  Chicago 
and  to  reassign  the  Federal  Reserve 
routing  symbols  currently  listed  under 
that  office  to  the  head  office  of  the 
Federal  Reserve  Bank  of  Cleveland. 
These  amendments  reflect  the 
restructming  of  check-processing 
operations  within  the  Federal  Reserve 
System. 

DATES:  The  final  rule  will  become 
effective  on  September  12,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 
Jeffrey  S.  H.  Yeganeh,  Financial  Services 
Manager  (202/728-5801),  or  Joseph  P. 
Baressi,  Financial  Services  Project 
Leader  (202/452-3959),  Division  of 
Reserve  Bank  Operations  and  Payment 
Systems';  or  Dena  L.  Milligan,  Attorney 
(202/452-3900),  Legal  Division.  For 
users  of  Telecommunications  Devices 
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for  the  Deaf  (TDD)  only,  contact  202/ 
263-4869. 

SUPPLEMENTARY  INFORMATION:  Regulation 
CC  establishes  the  maximum  period  a 
depositary  bank  may  wait  between 
receiving  a  deposit  and  making  the 
deposited  funds  available  for 
withdrawal.^  A  depositary  bank 
generally  must  provide  faster 
availability  for  funds  deposited  by  a 
“local  check”  than  by  a  “nonlocal 
check.”  A  check  is  considered  local  if  it 
is  payable  by  or  at  or  through  a  bank 
located  in  the  same  Federal  Reserve 
check-processing  region  as  the 
depositary  bank. 

Appendix  A  to  Regulation  CC 
contains  a  routing  niunber  guide  that 
assists  banks  in  identifying  local  and 
nonlocal  hanks  and  thereby  determining 
the  maximum  permissible  hold  periods 
for  most  deposited  checks.  The 
appendix  includes  a  list  of  each  Federal 
Reserve  check-processing  office  and  the 
first  four  digits  of  the  routing  number, 
known  as  the  Federal  Reserve  routing 
symbol,  of  each  hank  that  is  served  by 
that  office  for  check-processing 
purposes.  Banks  whose  Federal  Reserve 
routing  symbols  are  grouped  under  the 
same  office  are  in  the  same  check¬ 
processing  region  and  thus  are  local  to 
one  another. 

On  September  12,  2009,  the  Reserve 
Banks  will  tremsfer  the  check-processing 
operations  of  the  head  office  of  the 
Federal  Reserve  Bank  of  Chicago  to  the 
head  office  of  the  Federal  Reserve  Bank 
of  Cleveland.  As  a  result  of  this  change, 
some  checks  that  are  drawn  on  and 
deposited  at  banks  located  in  the 
Chicago  and  Cleveland  check¬ 
processing  regions  and  that  currently 
are  nonlocal  checks  will  become  local 
checks  subject  to  faster  availability 
schedules.  To  assist  hanks  in  identifying 
local  and  nonlocal  checks  and  making 
funds  availability  decisions,  the  Board 
is  amending  the  lists  of  routing  symbols 
in  appendix  A  associated  with  the 
Federal  Reserve  Banks  of  Chicago  and 
Cleveland  to  reflect  the  transfer  of 
check-processing  operations  fi'om  the 
head  office  of  the  Federal  Reserve  Bank 
of  Chicago  to  the  head  office  of  the 
Federal  Reserve  Bank  of  Cleveland.  To 
coincide  with  the  effective  date  of  the 
underlying  check-processing  changes. 


1  For  purposes  of  Regulation  CC,  the  term  “bank” 
refers  to  any  depository  institution,  including 
commercial  banks,  savings  institutions,  and  credit 
unions. 
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the  amendments  to  appendix  A  are 
effective  September  12,  2009.  The  Board 
is  providing  notice  of  the  amendments 
at  this  time  to  give  affected  banks  ample 
time  to  make  any  needed  processing 
changes.  Early  notice  also  Avill  enable 
affected  banks  to  amend  their 
availability  schedules  and  related 
disclosures  if  necessary  and  provide 
their  customers  with  notice  of  these 
changes.  2 

Administrative  Procedure  Act 

The  Board  has  not  followed  the 
provisions  of  5  U.S.C.  553(b)  relating  to 
notice  and  public  participation  in 
coimection  with  the  adoption  of  the 
final  rule.  The  revisions  to  appendix  A 
are  technical  in  nature  and  are  required 
by  the  statutory  and  regulatory 
definitions  of  “check-processing 
region.”  Because  there  is  no  substantive 
change  on  which  to  seek  public  input, 
the  Board  has  determined  that  the 
§  553(b)  notice  and  comment  procedures 
are  unnecessary.  In  addition,  the 
underlying  consolidation  of  Federal 
Reserve  Bank  check-processing  offices 
involves  a  matter  relating  to  agency 
management,  which  is  exempt  from 
notice  and  comment  procedures. 

Paperwork  Reduction  Act 

In  accordance  with  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3506; 

5  CFR  1320  Appendix  A.l),  the  Board 
has  reviewed  the  final  rule  under 
authority  delegated  to  the  Board  by  the 
Office  of  Management  and  Budget.  The 
teclmical  amendments  to  appendix  A  of 
Regulation  CC  will  delete  the  reference 
to  the  head  office  of  the  Federal  Reserve  . 
Bank  of  Chicago  and  reassign  the 
routing  symbols  listed  under  that  office 
to  the  head  office  of  the  Federal  Reserve 
Bank  of  Cleveland.  The  depository 
institutions  that  are  located  in  the 
affected  check-processing  regions  and 
that  include  the  routing  numbers  in 
their  disclosure  statements  would  be 
required  to  notify  customers  of  the 
resulting  change  in  availability  under 
§  229.18(e).  However,  all  paperwork 


2  Section  229.18(e)  of  Regulation  CC  requires  that 
banks  notify  account  holders  who  are  consumers 
within  30  days  after  implementing  a  change  that 
improves  the  availability  of  funds. 


collection  procedures  associated  with 
Regulation  CC  already  are  in  place,  and 
the  Board  accordingly  anticipates  that 
no  additional  burden  will  be  imposed  as 
a  result  of  this  rulemaking. 

List  of  Subjects  in  12  CFR  Part  229 

Banks,  Banking,  Reporting  and 
recordkeeping  requirements. 

Authority  and  Issuance 

■  For  the  reasons  set  forth  in  the 
preamble,  the  Board  is  amending  12 
CFR  part  229  to  read  as  follows: 

PART  229— AVAILABILITY  OF  FUNDS 
AND  COLLECTION  OF  CHECKS 
(REGULATION  CC) 

■  1.  The  authority  citation  for  part  229 
continues  to  read  as  follows: 

Authority:  12  U.S.C.  4001^010, 12  U.S.C. 
5001-5018. 

■  2.  The  Fourth  and  Seventh  District 
routing  symbol  lists  in  appendix  A  are 
amended  by  removing  the  headings  and 
listings  for  the  Seventh  Federal  Reserve 
District  and  revising  the  listings  for  the 
Fourth  Federal  Reserve  District  to  read 
as  follows: 

Appendix  A  to  Part  229 — Routing 
Number  Guide  to  Next-Day  Availability 
Checks  and  Local  Checks 
***** 

Fourth  Federal  Reserve  District 
[Federal  Reserve  Bank  of  Cleveland] 

Head  Office 


0220 

2220 

0223 

2223 

0410 

2410 

0412 

2412 

0420 

2420 

0421 

2421 

0422 

2422 

0423 

2423 

0430 

2430 

0432 

2432 

0433 

2433 

0434 

2434 

0440 

2440 

0441 

2441 

0442 

2442 

0515 

2515 

0519 

2519 

0710 

2710 

0711 

2711 

0712 

2712 

0719 

2719 

0720 

2720 

0724 

2724 

0730 

2730 

0739 

2739 

0740 

2740 

0749 

2749 

0750 

2750 

0759 

2759 

0813 

2813 

0830 

2830 

0839 

2839 

0863 

2863 

0910 

2910 

0911 

2911 

0912 

2912 

0913 

2913 

0914 

2914 

0915 

2915 

0918 

2918 

0919 

2919 

0960 

2960 

1040 

3040 

1041 

3041 

1049 

3049 

*  *  *  '  *  * 

By  order  of  the  Board  of  Governors  of  the 
Federal  Reserve  System,  acting  through  the 
Secretary  of  the  Board  under  delegated 
authority,  July  14,  2009. 

Jennifer  J.  Johnson,  ' 

Secretary  of  the  Board. 

[FR  Doc.  E9-17103  Filed  7-17-09;  8:45  am] 
BILLING  CODE  621 0-01 -P 


NUCLEAR  REGULATORY 
COMMISSION 

10  CFR  Part  171 

[NRC-2008-0620] 

RIN  3150-AI52 

Revision  of  Fee  Schedules;  Fee 
Recovery  for  FY  2009 

Correction 

In  rule  document  E9-13425  beginning 
on  page  27642  in  the  issue  of 
Wednesday,  June  10,  2009,  make  the 
following  correction: 

§171.16  [Corrected] 

On  page  27666,  in  §171. 16(d),  the 
table  titled  Schedule  of  Materials 
Annual  Fees  and  Fees  for  Government 
Agencies  Licensed  by  NRC  is  corrected 
in  part  to  read  as  follows: 
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Schedule  of  Materials  Annual  Fees  and  Fees  for  Government  Agencies  Licensed  by  NRC 

[See  footnotes  at  end  of  table] 


Category  of  materials  licenses 

Annual  fees’ 2  3 

* 

• 

• 

* 

• 

* 

(2)  All  other  special  nuclear  materials  licenses  not  included  in  Category  1.A.(1)  which  are  licensed  for  fuel  cycle  ac¬ 
tivities. 


[FR  Doc.  Z9-13425  Filed  7-17-09;  8:45  am] 
BILLING  CODE  1505-01-D 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Aviation  Administration 
14  CFR  Part  39 

[Docket  No.  FAA-2009-0313;  Directorate 
Identifier  2008-NM-1 44-AD;  Amendment 
39-15769;  AD  2008-26-03] 

RIN  2120-AA64 

Airworthiness  Directives;  Bombardier  s 
Modei  DHC-8-102,  DHC-8-103,  DHC- 
8-106,  DHC-8-201,  DHC-8-202,  DHC- 
8-301,  DHC-8-311,  and  DHC-8-315 
Airpianes  Equipped  With  a  Cockpit 
Door  Electronic  Strike  System  Instailed 
in  Accordance  With  Supplemental 
Type  Certificate  (STC)  ST02014NY 

AGENCY:  Federal  Aviation 
Administration  (FAA),  Department  of 
Transportation  (DOT). 

ACTION:  Final  rule;  correction. 

SUMMARY:  The  FAA  is  correcting  an 
error  in  an  existing  airworthiness 
directive  (AD)  that  was  published  in  the 
Federal  Register  on  April  7,  2009  (74  FR 
15665).  The  error  resulted  in  an 
incorrect  product  identification  line  in 
the  regulatory  portion  of  the  AD.  This 
AD  applies  to  die  transport  category 
airplanes  listed  above.  This  AD  requires 
modifying  the  electronic  strike  system 
of  the  cockpit  door. 

DATES:  Effective  April  13,  2009. 
ADDRESSES:  You  may  examine  the  AD 
docket  on  the  Internet  at  http:// 
www.regulations.gov,  or  in  person  at  the 
Docket  Management  Facility  between  9 
a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The  AD 
docket  contains  this  AD,  the  regulatory 
evaluation,  any  comments  received,  and 
other  information.  The  address  for  the 
Docket  Office  (telephone  800-647-5527) 
is  the  Document  Management  Facility, 
U.S.  Department  of  Transportation, 
Docket  Operations,  M-30,  West 
Building  Ground  Floor,  Room  W12-140, 


1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590. 

FOR  FURTHER  INFORMATION  CONTACT: 

Fabio  Buttitta,  Aerospace  Engineer, 
Systems  and  Flight  Test  Branch,  ANE- 
171,  FAA,  New  York  Aircraft 
Certification  Office,  1600  Stewart 
Avenue,  Suite  410,  Westbury,  New  York 
11590;  telephone  (516)  228-7303;  fax 
(516)  794-5531. 

SUPPLEMENTARY  INFORMATION:  On  March 
30,  2009,  the  FAA  issued  AD  2008-26- 
03,  Amendment  39-15769  (74  FR 
15665,  April  7,  2009),  for  Bombardier 
Model  DHC-8-102,  DHC-8-103,  DHC- 
8-106,  DHC-8-201,  DHC-8-202,  DHC- 
8-301,  DHC-8-311,  and  DHC-8-315 
airplanes  equipped  with  a  cockpit  door 
electronic  strike  system  iifetalled  in 
accordance  with  supplemental  type 
certificate  (STC)  ST02014NY.  The  AD 
requires  modifying  the  electronic  strike 
system  of  the  cockpit  door. 

As  published  in  the  Federal  Register, 
the  AD  identifies  “TTF  Aerospace  LLC” 
in  the  product  identification  liiie  of  the 
AD;  however,  the  name  in  the  product 
identification  line  was  changed  to 
“Bombardier,  Inc.,”  in  the  version 
posted  to  the  FAA  Web  site  [i.e.,  the 
Regulatory  and  Guidance  Library 
[http://rgl.faa.gov)).  All  copies  of  ADs 
available  to  the  public  must  be 
consistent;  therefore,  we  are  correcting 
the  version  of  the  AD  published  in  the 
Federal  Register  to  appropriately 
identify  Bombardier,  Inc.,  in  the  product 
identification  line. 

No  other  part  of  the  regulatory 
information  has  been  changed; 
therefore,  the  final  rule  is  not 
republished  in  the  Federal  Register. 

The  effective  date  of  this  AD  remains 
April  13,  2009. 

§39.13  [Corrected] 

■  In  the  Federal  Register  of  April  7, 

2009,  on  page  15666,  in  the  first 
column,  the  paragraph  that  states 
“2008-26-03  TTF  Aerospace  LLC:”  of 
AD  2008-26-03  is  corrected  to  read  as 
follows: 


2008-26-03  Bombardier,  Inc.: 
***** 

Issued  in  Renton,  Washington,  on  July  8, 
2009. 

Ali  Bahrami, 

Manager,  Transport  Airplane  Directorate, 
Aircraft  Certification  Service. 

[FR  Doc.  E9-17116  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-1 3-P 


DEPARTMENT  OF  STATE 
22  CFR  Part  121 
[Public  Notice  6695] 

Amendment  to  the  International  Arms 
Traffic  in  Arms  Regulations:  The 
United  States  Munitions  List; 
Correction 

AGENCY:  Department  of  State. 

ACTION:  Correcting  amendment. 

SUMMARY:  The  Department  of  State 
published  a  final  rule  in  the  Federal 
Register  on  September  9, 1994  (59  FR 
46548),  revising  Category  XII(c)  of  the 
United  States  Munitions  List.  The 
language  in  the  note  after  paragraph  (c) 
contains  a  typographical  error  by  using 
the  term  “hold”  instead  of  “hole.”  A 
technical  error  in  that  rule  resulted  in 
the  unintended  removal  of  the  note  after 
Category  XII  paragraph  (c). 
Consequently,  a  correction  was 
published  on  April  24,  2009  (74  FR 
18628)  to  restore  the  language  in  the 
note  after  Category  XII  paragraph  (c). 
That  correction  used  the  term  “hold” 
when  the  correct  term  is  “hole.”  This 
document  corrects  the  typographical 
error  dating  from  September  9, 1994  to 
utilize  the  correct  term  “hole.” 

DATES:  Effective  Date:  Effective  on  July 
20,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 

Director  Charles  B.  Shot  well.  Office  of 
Defense  Trade  Controls  Policy, 
Department  of  State,  Telephone  (202) 
663-2792  or  Fax  (202)  261-8199;  e-mail 
DDTCResponseTeam@state.gov.  Attn: 
Regulatory  Change,  Category  XII. 


I 
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SUPPLEMENTARY  INFORMATION:  The 

Department  of  State  published  a  final 
rule  (Public  Notice  4723)  in  the  Federal 
Register  of  May  21,  2004,  amending 
Category  XII  of  the  United  States 
Munitions  List.  This  document  restores 
the  language  in  the  note  after  Category 
XII(c). 

List  of  Subjects  in  22  CFR  Part  121 
Arms  and  munitions,  Exports,  U.S. 
Munitions  List. 

■  Accordingly,  22  CFR  part  121  is 
corrected  by  making  the  following 
correcting  amendment; 

PART  121— THE  UNITED  STATES 
MUNITIONS  LIST 

■  1.  The  authority  citation  for  part  121 
continues  to  read  as  follows; 

Authority:  Secs.  2,  38,  and  71,  Pub.  L.  90- 
629,  90  Stat.  744  (22  U.S.C.  2752,  2778, 
2797);  E.O.  11958,  42  FR  4311;  3  CFR,  1977 
Comp,  p.79;  22  U.S.C.  2651a;  Pub.  L.  105- 
261, 112  Stat.  1920. 

■  2.  In  §  121.1(c),  Category  XII,  revise 
the  introductory  text  of  the  note  after 
paragraph  (c)  to  read  as  follows; 

§121.1  General.  The  United  States 
Munitions  List. 

***** 

(c)  *  *  * 

***** 

Category  XII — Fire  Control,  Range  Finder, 
Optical  and  Guidance  and  Control 
Equipment 

(c)*  *  * 

Note:  Special  Definition.  For  purposes  of 
this  subparagraph,  second  and  third 
generation  image  intensification  tubes  are 
defined  as  having:  A  peak  response  within 
the  0.4  to  1.05  micron  wavelength  range  and 
incorporating  a  microchannel  plate  for 
electron  image  amplification  having  a  hole 
pitch  (center-to-center  spacing)  of  less  than 
25  microns  and  having  either: 

***** 

Dated:  July  6,  2009. 

Ellen  O.  Tauscher, 

Under  Secretaiy,  Arms  Control  and 
International  Security,  Department  of  State. 
(FR  Doc.  E9-16798  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  4710-2S-P 


DEPARTMENT  OF  JUSTICE 

28  CFR  Part  11 

[A.G.  Order  No.  3089-2009] 

Office  of  the  Attorney  General; 
Administration  of  Debt  Collection; 
Salary  and  Administrative  Offset; 
Treasury  Offset  Program 

agency:  Department  of  Justice. 


ACTION:  Final  rule. 

SUMMARY:  This  rule  amends  the 
regulations  that  govern  administrative 
debt  collection  at  the  Department  of 
Justice  to  bring  the  regulations  into 
conformity  with  government-wide 
standards  on  salary  offset  procedures,  to 
update  or  delete  obsolete  references  and 
to  make  other  clarifying  or  technical 
changes. 

DATES:  Effective  Date:  July  20,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 

Stuart  Frisch,  General  Counsel,  or 
Morton  J.  Posner,  Attorney-Advisor, 
Justice  Management  Division,  U.S. 
Department  of  Justice,  Washington,  DC 
20530,  (202)  514-3452. 

SUPPLEMENTARY  INFORMATION:  This  rule 
updates  the  Department’s  administrative 
debt  collection  regulations  at  28  CFR 
Part  11,  Subparts  B  and  C,  originally 
issued  in  1992.  This  rule  makes  changes 
only  to  the  Department’s  internal 
management  and  does  not  affect  the 
rights  or  obligations  of  the  general 
public.  In  particular,  the  rule  makes  four 
kinds  of  changes. 

First,  the  rule  updates  or  deletes 
obsolete  references.  Sections  11.4(a), 
(b)(4),  11.6(j),  and  11.8(j)  cite  the 
Federal  Claims  Collection  Standards 
(FCCS).  Formftly  in  title  4,  Code  of 
Federal  Regulations,  the  FCCS  were 
substantially  revised  and  reissued  in 
2000  at  31  CFR  Parts  900-904.  Those 
references  are  updated.  References  to 
the  former  Immigration  and 
Naturalization  Service  in  §  11.6(b),  an 
outdated  Department  of  Justice  order  in 
§  11.6(e),  and  an  outdated  notification 
requirement  in  §  11.8(a)  are  deleted.  The 
title  of  Subpart  C  is  revised  with  the 
updated  name  of  the  former  IRS  Tax 
Refund  Offset  Program. 

Second,  the  rule  revises  the  §  11.7 
exemptions  to  the  employee  salary 
offset  procedure  in  §  11.8.  The  revisions 
bring  the  rule  into  conformity  with  the 
government-wide  standard  set  out  in  5 
CFR  §  550.1104(c). 

Third,  the  rule  makes  clarifying 
changes.  In  §  11.4(b)(3)(iii),  the  rule  now 
more  clearly  states  that  the  employee 
salary  offset  procedures  of  §  11.8  do  not 
apply  to  recovery  of  travel  advances  and 
employee  training  expenses.  In 
§  11.8{c)(4)(i)  and  (5),  the  rule  is  revised 
to  clarify  that  the  deadlines  for  hearing 
and  decision  of  an  employment-related 
debt  review  are  triggered  by  the  receipt 
of  the  hearing  request  by  the  hearing 
officer  the  Department  designates.  These 
clarifying  changes  are  consistent  with 
the  Department’s  longstanding 
interpretation  of  the  prior  regulations. 

Fourth,  the  rule  makes  technical 
corrections.  In  §  11.8(b)(2)  and  (3),  the 


term  “salary  offset  coordination  official’’ 
is  changed  to  “salary  offset  coordination 
officer,”  a  term  already  defined  in 
§  11.6(r).  The  rule  corrects  typographical 
errors  in  the  prior  version  of  §§  11.5(b) 
and  11.6(h)(1). 

Administrative  Procedure  Act  ' 

This  rule  relates  to  agency 
management  or  personnel  and,  pursuant 
to  5  U.S.C.  553(a)(2),  it  is  exempt  from 
the  usual  requirements  of  5  U.S.C.  553 
pertaining  to  prior  notice  and  comment 
and  a  30-day  delay  in  effective  date. 

Regulatory  Flexibility  Act 

The  Attorney  General,  in  accordance 
with  the  Regulatory  Flexibility  Act  (5 
U.S.C.  605(b)),  has  reviewed  this 
regulation  and  by  approving  it  certifies 
that  this  regulation  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
because  it  pertains  only  to  personnel 
and  administrative  matters  affecting  the 
Department.  Further,  a  Regulatory 
Flexibility  Analysis  was  not  required  to 
be  prepared  for  this  final  rule  because 
the  Department  was  not  required  to 
publish  a  general  notice  of  proposed 
rulemaking  for  this  matter. 

Executive  Order  12866 — Regulatory 
Planning  and  Review 

This  action  has  been  drafted  emd 
reviewed  in  accordance  with  Executive 
Order  12866  Regulatory  Planning  and 
Review,  §  1(b),  Principles  of  Regulation. 
This  rule  is  limited  to  agency 
organization,  management,  and 
personnel  as  described  by  Executive 
Order  12866  §  3(d)(3)  and,  therefore,  is 
not  a  “regulation”  as  defined  by  that 
Executive  Order.  Accordingly,  this 
action  has  not  been  reviewed  by  the 
Office  of  Management  and  Budget. 

Executive  Order  12988 — Civil  Justice 
Reform  ' 

This  regulation  meets  the  applicable 
standards  set  forth  in  sections  3(a)  and 
3(b)(2)  of  Executive  Order  12988. 

Executive  Order  13132 — Federalism 

This  regulation  will  not  have 
substantial  direct  effects  on  the  States, 
on  the  relationship  between  the  national 
government  and  the  States,  or  on  the 
distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.  Therefore,  in 
accordance  with  Executive  Order  13132, 
it  is  determined  that  this  rule  does  not 
have  sufficient  federalism  implications 
to  warrant  the  preparation  of  a 
Federalism  Assessment. 
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Unfunded  Mandates  Reform  Act  of 
1995 

As  noted  above,  this  is  not  a  rule  for 
which  a  general  notice  of  proposed 
rulemaking  was  required  or  published. 

In  addition,  this  rule  will  not  result  in 
the  expenditure  by  State,  local  and 
tribal  governments,  in  the  aggregate,  or 
by  the  private  sector,  of  $100,000,000  or 
more  in  any  one  year,  and  it  will  not 
significantly  or  uniquely  affect  small 
governments.  Therefore,  no  actions  were 
deemed  necessary  under  the  provisions 
of  the  Unfunded  Mandates  Reform  Act 
of  1995. 

Congressional  Review  Act 

This  action  pertains  to  agency 
organization  and  management,  and  does 
not  substantially  affect  the  rights  or 
obligations  of  non-agency  parties  and, 
accordingly,  is  not  a  “rule”  as  that  term 
is  used  by  the  Congressional  Review  Act 
(Subtitle  E  of  the  Small  Business  . 
Regulatory  Enforcement  Fairness  Act  of 
1996  (SBREFA)).  Therefore,  the 
reporting  requirement  of  5  U.S.C.  801 
does  not  apply. 

List  of  Subjects  in  28  CFR  Part  11 

Administrative  practice  and 
procedure.  Claims,  Debt  collection. 
Government  contracts.  Government 
employees.  Income  taxes.  Lawyers, 
Wages. 

■  Accordingly,  by  virtue  of  the  authority 
vested  in  me  as  Attorney  General, 
including  5  U.S.C.  301  and  28  U.S.C. 

509  and  510,  part  11  of  title  28  of  the 
Code  of  Federal  Regulations  is  amended 
as  follows: 

PART  11— DEBT  COLLECTION 

■  1.  The  authority  citation  for  part  11  is 
revised  to  read  as  follows: 

Authority:  5  U.S.C.  301,  5514;  28  U.S.C. 
509,  510;  31  U.S.C.  3711,  3718,  3720A. 

■  2.  Amend  §  11.4  by  revising  the  last 
sentence  of  paragraph  (a),  and 
paragraphs  (b)(3){iii)  and  (b)(4)  to  read 
as  follows: 

§11.4  [Amended] 

(a)  *  *  *  This  subpart  is  consistent 
with  the  Office  of  Personnel 
Management  (OPM)  regulations  on 
salary  offset,  codified  at  5  CFR  part  550, 
subpart  K,  and  with  regulations  on 
administrative  offset  contained  within 
the  Federal  Claims  Collection  Standards 
(FCCS),  31  CFR  part  901. 

(b)  *  *  * 

(3)  *  *  * 

(iii)  In  the  case  where  collection  of  a 
debt  is  explicitly  provided  for  or 
prohibited  by  another  statute.  The 
provisions  of  §  11.8  of  this  subpart  do 


not  apply  to  salary  offset  to  recover 
travel  advances  under  5  U.S.C.  5705  or 
‘employee  training  expenses  under  5 
U.S.C.  4108. 

(4)  Nothing  in  this  subpart  precludes 
the  compromise,  suspension,  or 
termination  of  collection  actions  where 
appropriate  under  the  FCCS. 

it  it  is  It  -k 

§11.5  [Amended] 

■  3.  Amend  §  11.5(b)  by  removing  the 
number  “311”  and  adding  the  number 
“31”  in  its  place  in  the  citation. 

■  4.  Amend  §  11.6  by  removing  the 
phrase  “the  Immigration  and 
Naturalization  Service,”  from  paragraph 
(b);  and  revising  paragraphs  (e),  (h)(1), 
and  (j)  to  read  as  follows: 

§11.6  [Amended] 

***** 

(e)  Compromise  means  the  forgiveness 
of  a  debt  in  accordance  with  31  U.S.C. 
3711(a)(2)  and  Departmental  order. 
***** 

(h)  *  *  * 

(1)  Amounts  withheld  from  benefits 
payable  under  title  II  of  the  Social 
Security  Act  where  the  withholding  is 
required  by  law; 

***** 

(j)  Federal  Claims  Collection 
Standards  (FCCS)  means  standards 
jointly  published  by  the  Secretary  of  the 
Treasury  and  the  Attorney  General  at  31 
CFR  parts  900-904. 

■  5.  Revise  §  11.7  to  read  as  follows: 

§  1 1 .7  Salary  adjustments. 

The  following  debts  shall  not  be 
subject  to  the  salary  offset  procedures  of 
§11.8: 

(a)  Any  adjustment  to  pay  arising  out 
of  an  employee’s  election  of  coverage  or 
a  change  in  coverage  under  a  Federal 
benefits  program  requiring  periodic 
deductions  from  pay,  if  the  amount  to 
be  recovered  was  accumulated  over  4 
pay  periods  or  less; 

(b)  A  routine  intra-agency  adjustment 
of  pay  that  is  made  to  correct  an 
overpayment  of  pay  attributable  to 
clerical  or  administrative  errors  or 
delays  in  processing  pay  documents,  if 
the  overpayment  occurred  within  the  4 
pay  periods  preceding  the  adjustment 
and,  at  the  time  of  such  adjustment,  or 
as  soon  thereafter  as  practical,  the 
indivic^ual  is  provided  written  notice  of 
the  nature  and  the  amount  of  the 
adjustment  and  point  of  contact  for 
contesting  such  adjustment;  or 

(c)  Any  adjustment  to  collect  a  debt 
amounting  to  $50  or  less,  if,  at  the  time 
of  such  adjustment,  or  as  soon  thereafter 
as  pracfical,  the  individual  is  provided 


written  notice  of  the  nature  and  the 
amount  of  the  adjustment  and  a  point  of 
contact  for  contesting  such  adjustment. 

■  6.  Amend  §  11.8  by  revising 
paragraphs  (a)  introductory  text,  (b)(2), 
and  (b)(3),  the  second  sentence  of 
paragraph  (c)(4)(i),  the  first  sentence  of 
paraigraph  (c)(5),  and  paragraph  (j)  to 
read  as  follows: 

§11.8  [Amended] 

(a)  Notice  requirements  before  offset. 
Deductions  under  the  authority  of  5 
U.S.C.  5514  will  not  be  made  unless  the 
creditor  agency  provides  the  employee 
with  a  written  Notice  of  Intent  to  Offset 
a  minimum  of  30  calendar  days  before 
salary  offset  is  initiated.  The  Notice  of 
Intent  shall  state: 

***** 

(b)  *  *  * 

(2)  In  response  to  a  timely  request 
submitted  by  the  debtor,  the  designated 
salary  offset  coordination  officer  will 
notify  the  employee  of  the  location  and 
time  when  the  employee  may  inspect 
and  copy  records  related  to  the  debt. 

(3)  If  the  employee  is  unable 
personally  to  inspect  the  records,  due  to 
geographical  or  other  constraints,  the 
salary  offset  coordination  officer  shall 
arrange  to  send  copies  of  such  records 
to  the  employee. 

***** 

(c)  *  *  * 

*  *  * 

(i)  *  *  *  If  the  hearing  will  be  oral, 
the  notice  shall  set  forth  the  date,  time, 
and  location  of  the  hearing,  which  must 
occur  no  more  than  30  days  after  the 
request  is  received  by  the  hearing 
officer.  *  *  * 

***** 

(5)  *  *  *  The  hearing  officer  shall  ^ 
issue  a  written  opinion  stating  his  or  her 
decision,  based  upon  all  evidence  and 
information  developed  at  the  hearing,  as 
soon  as  practicable  after  the  hearing,  but 
not  later  than  60  days  after  the  date  on 
which  the  petition  was  received  by  the 
hearing  officer,  unless  the  hearing  was 
delayed  at  the  request  of  the  employee, 
in  which  case  the  60-day  decision 
period  shall  be  extended  by  the  number 
of  days  by  which  the  hecu-ing  was 
postponed.  *  *  * 
***** 

(j)  Interest,  penalties,  and 
administrative  costs.  Where  the 
Department  is  the  creditor  agency,  it 
shall  assess  interest,  penalties,  and 
administrative  costs  pursuant  to  31 
U.S.C.  3717  and  31  CFR  901.9. 

*  *  ^ J  *  * '  *  I  -  *  .  p-  V. 

■  7.  Revise  the  heading  of  subpart  C  to 
read  as  follows: 
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Subpart  C — Treasury  Offset  Program 
for  Collection  of  Debts 

Dated:  July  13,  2009. 

Eric  H.  Holder,  Jr., 

Attorney  General. 

[FR  Doc.  E9-17036  Filed  7-17-09;  8:45  am] 
BILLING  CODE  441O7AR-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Part  100 

[Docket  No.  USCG-2009-0448] 

RIN1625-AA08 

Special  Local  Regulation;  Summer 
Marine  Events,  Coastal  Massachusetts 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Temporary  final  rule. 

SUMMARY:  The  Coast  Guard  is 
establishing  special  local  regulations 
during  various  swim  and  high  speed 
race  events  to  be  held  along  the  coast  of 
Massachusetts,  June  through  September 
2009.  These  special  local  regulations  are 
necessary  to  provide  for  the  safety  of  life 
on  navigable  waters  during  the  events. 
This  action  is  intended  to  restrict  vessel 
traffic  before,  during  and  after  each 
event. 

DATES:  Effective  Dates:  This  rule  is 
effective  from  from  June  21,  2009, 
through  September  5,  2009. 

ADDRESSES:  Documents  indicated  in  this 
preamble  as  being  available  in  the 
docket  are  part  of  docket  USCG— 2009- 
0448  and  are  available  online  by  going 
tQ  fittp://www.regulations.gov,  selecting 
the  Advanced  Docket  Search  option  on 
the  right  side  of  the  screen,  inserting 
USCG-2009-0448  in  the  Docket  ID  box, 
pressing  Enter,  and  then  clicking  on  the 
item  in  the  Docket  ID  column.  They  are 
also  available  for  inspection  or  copying 
at  two  locations:  The  Docket 
Management  Facility  (M-30),  U.S. 
Department  of  Transportation,  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT:  If 
you  have  questions  on  ibis’  temporary 
rule,  call  or  e-mail  Ensign  Marie 
Haywood,  Coast  Guard  Sector  Boston, 
Waterways  Management;  telephone 
617-223-5160,  e-mail 
michele.m.haywood@uscg.mil.  If  you 
have  questions  on  viewing  the  docket, 
call  Renee  V.  Wright,  Program  Manager, 


Docket  Operations:  telephone  202-366- 
9826. 

SUPPLEMENTARY  INFORMATION: 

Regulatory  Information 

The  Coast  Guard  is  issuing  this 
temporary  final  rule  without  prior 
notice  and  opportunity  to  comment 
pursuant  to  authority  under  section  4(a) 
of  the  Administrative  Procedure  Act 
(APA)  (5  U.S.C.  553(b)).  This  provision 
authorizes  an  agency  to  issue  a  rule 
without  prior  notice  and  opportunity  to 
comment  when  the  agency  for  good 
cause  finds  that  those  proc  edures  are 
“impracticable,  unnecessary,  or  contrary 
to  the  public  interest.”  Under  5  U.S.C. 
553(b)(B),  the  Coast  Guard  finds  that 
good  cause  exists  for  not  publishing  a 
notice  of  proposed  rulemaking  (NPRM) 
with  respect  to  this  rule  because  the 
Coast  Guard  did  not  receive  adequate 
notice  from  the  events’  sponsors  to 
submit  a  notice  of  proposed  rulemaking 
(NPRM)  and  any  delay  in  the 
regulation’s  effective  date  could  expose 
the  public  to  unnecessary  danger  and 
therefore  be  contrary  to  the  public’s 
interest. 

Under  5  U.S.C.  553(d)(3),  the  Coast 
Guard  finds  that  good  cause  exists  for 
making  this  rule  effective  less  than  30 
days  after  publication  in  the  Federal 
Register,  for  the  reasons  same  late 
notice  reasons  described  above. 

Background  and  Purpose 

This  temporary  rule  establishes 
special  local  regulations  concerning 
nine  marine  events.  Several 
Massachusetts  communities  are  holding 
marine  events  throughout  the  summer 
of  2009.  These  special  local  regulations 
will  protect  the  maritime  public  from 
the  dangers  inherent  in  such  events.  The 
Captain  of  the  Port  does  not  anticipate 
any  negative  impact  on  vessel  traffic 
due  to  implementation  of  these 
regulated  areas.  The  regulation  will 
protect  the  public  by  prohibiting  entry 
into  or  movement  within  the  proscribed 
portions  of  various  coastal  waterways 
during  the  marine  events. 

Marine  traffic  may  transit  outside  of 
the  area  during  the  effective  period. 
Public  notifications  will  be  made  prior 
to  and  during  the  effective  period  of 
each  cuea  via  Broadcast  and  Local 
Notice  to  Mariners. 

Discussion  of  Rule 

This  rule  is  necessary  to  ensure  the 
safety  of  vessels  and  people  during 
annual  swim  and  high  speed  races  in 
the  Captain  of  the  Port  Boston  area  of 
responsibility  that  may  pose  a  hazard  to 
the  public.  This  rule  establishes 
temporary  regulations  at  33  CFR  part 
100.35T-01-0448.  The  regulated  areas  f 


will  be  enforced  only  immediately 
before,  during,  and  after  events  that 
pose  hazard  to  the  public,  and  only 
upon  notice  by  the  Captain  of  the  Port. 

The  Captain  of  the  Port  will  inform 
the  public  about  the  details  of  each 
swim  and  high  speed  race  covered  by 
these  special  local  regulations  using  a 
variety  of  means,  including,  but  is  not 
limited  to.  Broadcast  Notices  to 
Mariners  and  Local  Notices  to  Mariners. 

Regulatory  Analyses 

We  developed  this  rule  after 
considering  numerous  statutes  and 
executive  orders  related  to  rulemaking. 
Below  we  summarize  our  analyses 
based  on  13  of  these  statutes  or 
executive  orders. 

Regulatory  Planning  and  Review 

This  rule  is  not  a  significant 
regulatory  action  under  section  3(f)  of 
Executive  Order  12866,  Regulatory 
Planning  and  Review,  and  does  not 
require  an  assessment  of  potential  costs 
and  benefits  under  section  6(a)(3)  of  that 
Order.  The  Office  of  Management  and 
Budget  has  not  reviewed  it  under  that 
Order. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601-612),  we  have  considered 
whether  this  rule  would  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  term  “small  entities”  comprises 
small  businesses,  not-for-profit 
organizations  that  are  independently 
owned  and  operated  and  are  not 
dominant  in  their  fields,  and 
governmental  jurisdictions  with 
populations  of  less  than  50,000. 

The  Coast  Guard  certifies  under  5 
U.S.C.  605(b)  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 
This  rule  would  be  in  effect  for  a  period 
of  less  than  two  hours  to  a  maximum  of 
eleven  hours  on  days  events  are  held, 
vessel  traffic  can  navigate  around  the 
special  local  regulation  area  during  the 
effected  period,  vessels  may  be 
permitted  to  pass  through  the  area  with 
the  permission  of  the  Captain  of  the 
Port,  and  advance  notification  via 
broadcast  notice  to  mariners  and  Local 
Notice  to  Mariners  will  be  made  before 
and  during  the  effective  period. 

Assistance  for  Small  Entities 

Under  section  213(a)  of  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121), 
we  offer  to  assist  small  entities  in 
understanding  the  rule  so  that  they  can 
better  evaluate  its  effects  on  them  and 
participate  in  the  rulemaking  process. 
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Small  businesses  may  send  comments 
on  the  actions  of  Federal  employees 
who  enforce,  or  otherwise  determine 
compliance  with.  Federal  regulations  to 
the  Small  Business  and  Agriculture 
Regulatory  Enforcement  Ombudsman 
and  the  Regional  Small  Business 
Regulatory  Fairness  Boards.  The 
Ombudsmem  evaluates  these  actions 
annually  and  rates  each  agency’s 
responsiveness  to  small  business.  If  you 
wish  to  comment  on  actions  by 
employees  of  the  Coast  Guard,  call 
1-888-REG-FAIR  (1-888-734-3247). 

The  Coast  Guard  will  not  retaliate 
against  small  entities  that  question  or 
complain  about  this  rule  or  any  policy 
or  action  of  the  Coast  Guard. 

Collection  of  Information 

This  rule  calls  for  no  new  collection 
of  information  under  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520). 

Federalism 

A  rule  has  implications  for  federalism 
under  Executive  Order  13132, 
Federalism,  if  it  has  a  substantial  direct 
effect  on  State  or  local  gpvemments  and 
would  either  preempt  State  law  or 
impose  a  substantial  direct  cost  of 
compliance  on  them.  We  have  analyzed 
this  rule  under  that  Order  and  have 
determined  that  it  does  not  have 
implications  for  federalism. 

Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 
of  1995  (2  U.S.C.  1531-1538)  requires 
Federal  agencies  to  assess  the  effects  of 
their  discretionary  regulatory  actions.  In 
particular,  the  Act  addresses  actions 
that  may  result  in  the  expenditure  by  a 
State,  local,  or  tribal  government,  in  the 
aggregate,  or  by  the  private  sector  of 
$100,000,000  or  more  in  any  one  year. 
Though  this  rule  will  not  result  in  such 
an  expenditure,  we  do  discuss  the 
effects  of  this  rule  elsewhere  in  this 
preamble. 

Taking  of  Private  Property 

This  rule  will  not  effect  a  taking  of 
private  property  or  otherwise  have 
taking  implications  under  Executive 
Order  12630,  Governmental  Actions  and 
Interference  with  Constitutionally 
Protected  Property  Rights. 

Civil  Justice  Reform 

This  rule  meets  applicable  standards 
in  sections  3(a)  and  3(b)(2)  of  Executive 
Order  12988,  Civil  Justice  Reform,  to 
minimize  litigation,  eliminate 
ambiguity,  and  reduce  burden. 


Protection  of  Children 

We  have  analyzed  this  rule  under 
Executive  Order  13045,- Protection  of 
Children  from  Environmental  Health 
Risks  and  Safety  Risks.  This  rule  is  not 
an  economically  significant  rule  and 
does  not  create  an  environmental  risk  to 
health  or  risk  to  safety  that  may 
disproportionately  affect  children. 

Indian  Tribal  Governments 

This  rule  does  not  have  tribal 
implications  under  Executive  Order 
13175,  Consultation  and  Coordination 
with  Indian  Tribal  Governments, 
because  it  does  not  have  a  substantial 
direct  effect  on  one  or  more  Indian 
tribes,  on  the  relationship  between  the 
Federal  Government  and  Indian  tribes, 
or  on  the  distribution  of  power  and 
responsibilities  between  the  Federal 
Government  and  Indian  tribes. 

Energy  Effects 

We  have  analyzed  this  rule  under 
Executive  Order  13211.  Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use.  We  have 
determined  that  it  is  not  a  “significant 
energy  action”  under  that  order  because 
it  is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866  and  is  not 
likely  to  have  a  significant  adverse  effect 
on  the  supply,  distribution,  or  use  of 
energy.  The  Administrator  of  the  Office 
of  Information  and  Regulatory  Affairs 
has  not  designated  it  as  a  significant 
energy  action.  Therefore,  it  does  not 
require  a  Statement  of  Energy  Effects 
under  Executive  Order  13211. 

Technical  Standards 

The  National  Technology  Transfer 
and  Advancement  Act  (NTTAA)  (15 
U.S.C.  272  note)  directs  agencies  to  use 
voluntary  consensus  standards  in  their 
regulatory  activities  unless  the  agency 
provides  Congress,  through  the  Office  of 
Management  and  Budget,  with  an 
explanation  of  why  using  these 
standards  would  be  inconsistent  with 
applicable  law  or  otherwise  impractical. 
Voluntary  consensus  standards  are 
technical  standards  [e.g.,  specifications 
of  materials,  performance,  design,  or 
operation;  test  methods;  sampling 
procedures;  and  related  management 
systems  practices)  that  are  developed  or 
adopted  by  voluntary  consensus 
standards  bodies. 

This  rule  does  not  use  technical 
standards.  Therefore,  we  did  not 
consider  the  use  of  voluntary  consensus 
standards. 

Environment 

We  have  analyzed  this  rule  under 
Department  of  Homeland  Security 


Management  Directive  0023.1  and 
Commandant  Instruction  M16475.1D, 
which  guide  the  Coast  Guard  in 
complying  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321-4370f),  and 
have  concluded  this  action  is  one  of  a 
category  of  actions  which  do  not 
individually  or  cumulatively  have  a 
significant  effect  on  the  human 
environment.  This  rule  is  categorically 
excluded,  under  figure  2-1,  paragraph 
(34)(h),  of  the  Instruction.  This  rule 
involves  special  local  regulation  issued 
in  conjunction  with  a  marine  event 
permit. 

Under  figure  2-1,  paragraph  (34)(h), 
of  the  Instruction,  an  environmental 
analysis  checklist  and  a  categorical 
exclusion  determination  will  be  in  the 
docket  for  review. 

List  of  Subjects  in  33  CFR  Part  100 

Marine  safety.  Navigation  (water). 
Reporting  and  recordkeeping 
requirements.  Waterways, 
a  For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  is  amending 
33  CFR  part  100  as  follows: 

PART  100— SAFETY  OF  LIFE  ON 
NAVIGABLE  WATERS 

■  1.  The  authority  citation  for  part  100 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1233;  Department  of 
Homeland  Security  Delegation  No.  0170.1. 

K  2.  Add  a  temporary  §  li)0.35-T01- 
0448  to  read  as  follows: 

§100.35-101-0448  Summer  Marine  Events 
2009,  Coastal  Massachusetts. 

(a)  General.  Special  Local  Regulations 
are  established  for  the  marine  events 
described  in  paragraphs  (a)(1)  through 
(a)(9)  described  herein: 

(1)  Cohasset  Triathlon,  Sandy  Beach, 
Cohasset,  MA.  (i)  All  waters  in  the 
vicinity  of  Cohasset  Harbor,  from 
surface  to  bottom,  within  a  200-yard 
radius  around  Sandy  Beach, 
approximate  location  42°15'50"  N, 
070‘’48'00"  W. 

(ii)  Enforcement  date.  This  rule  will 
be  enforced  from  7:45  a.m.  through  9 
a.m.  on  June  28,  2009. 

(2)  Swim  Across  America,  Boston,  MA 
to  Boston  Light,  MA.  (i)  All  waters  of 
Boston  Harbor,  from  surface  to  bottom, 
within  a  100-yard  radius  around  the 
swimmers  swimming  from  Rowes  Wharf 
to  Boston  Light. 

(ii)  Enforcement  date.  This  rule  will 
be  enforced  from  7  a.m.  through  3  p.m. 
on  July  17,  2009. 

(3)  Swim  Across  America,  Nantasket 
Beach,  Hull,  MA.  (i)  All  waters  of 
Nantasket  Beach,  from  surface  to 
bottom,  within  a  four  hundred  (400) 
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yard  radius  of  approximate  position 
42°i6'35"  N,  070°51'15"  W. 

(ii)  Enforcement  date.  This  rule  will 
be  enforced  from  9  a.m.  through  11  a.m. 
on  July  18,  2009. 

(4)  Charles  River  One  Mile  Swim, 
Charles  River,  Soston,  MA.  (i)  All  waters 
of  Charles  River,  from  surface  to  bottom, 
between  the  Longfellow  Bridge  and  the 
Harvard  Bridge. 

(ii)  Enforcement  date.  This  rule  will 
be  enforced  from  8  a.m.  through  9  a.m. 
on  June  21,  2009. 

(5)  Toyota/Sea  Doo  US  Regional 
Championships,  Salisbury  Beach, 
Salisbury,  MA.  (i)  The  following  area  is 
a  regulated  area:  All  waters  of  the 
Atlantic  Ocean  near  Salisbury  Beach, 
Salisbury,  MA,  from  surface  to  bottom, 
within  a  one  hundred  (100)  yard  radius 
of  the  race  course  site  located  at 
approximate  position  42°  51'34''  N,  070° 
48'34"  W. 

(ii)  Enforcement  date.  This  rule  will 
be  enforced  daily  from  6:30  a.m. 
through  5  p.m.  on  June  27  through  June 
28,  2009. 

( 6)  The  Iron  Distance  Triathlon  at 
Plymouth  Rock,  Plymouth  Inner  Harbor, 
Plymouth,  MA.  (i)  All  waters  of 
Plymouth  Inner  Harbor,  from  surface  to 
bottom,  within  a  four  hundred  (400) 
yard  radius  of  approximate  position 
41°57'50"  N,  070°39'42"  W. 

(ii)  Enforcement  date.  This  rule  will 
be  enforced  from  7  a.m.  through  9:30 
a.m.  on  September  6,  2009. 

(7)  The  Mayflower  Triathlon  at 
Plymouth  Rock,  Plymouth  Inner  Harbor, 
Plymouth,  MA.  (i)  All  waters  of 
Plymouth  Inner  Harbor,  from  surface  to 
bottom,  within  a  four  hundred  (400) 
yard  radius  of  approximate  position 
41°57'50"  N,  070°39'42"  W. 

(ii)  Enforcement  date.  This  rule  will 
be  enforced  from  7:30  a.m.  through 
12:30  p.m.  on  August  31,  2008. 

(8)  31st  Annual  Celebrate  the  Clean 
Harbor  Swim,  Gloucester  Harbor, 
Gloucester,  MA.  (i)  All  waters  of 
Gloucester  Harbor,  from  surface  to 
bottom,  within  a  four  hundred  (400) 
yard  radius  of  approximate  position 
41°35'35'"  N,  070°39'45"  W. 

(ii)  Enforcement  Date.  This  rule  will 
be  enforced  from  10  a.m.  through  11 
a.m.  on  September  5,  2009. 

(9)  Gloucester  Triathlon,  Western 
Harbor,  Gloucester,  MA.  (i)  All  waters  of 
Western  Harbor,  from  surface  to  bottom, 
starting  at  the  beach  at  position 
42°36'34"  N,  070°40'02"  W,  thence  to 
42°36'29"  N,  070°40'04"  W,  thence  to 
42°36'28"  N,  070°40'00"  W,  thence  to 
the  beach  at  position  42°36'33"  N, 
070°39'58"  W. 

(ii)  Enforcement  Date.  This  rule  will 
be  enforced  from  10  a.m.  through  11 
a.m.  on  September  5,  2009. 


(b)  Definition.  As  used  in  this  section, 
“designated  representative”  means  any 
Coast  Guard  commissioned,  warrant,  or 
petty  officer,  or  any  federal,  state,  or 
local  law  enforcement  officer  authorized 
to  enforce  this  regulation  on  behalf  of 
the  Goat  Guard  Captain  of  the  Port 
(COTP). 

(c)  Regulations.  (1)  Entry  into  or 
remaining  in  the  special  local  regulation 
area  described  in  paragraph  (a)  of  this 
section  is  prohibited  unless  authorized 
by  the  Coast  Guard  Gaptain  of  the  Port 
(GOTP)  Boston,  or  the  GOTP’s 
designated  representative. 

(2)  Persons  desiring  to  transit  the  area 
covered  by  the  special  local  regulations 
may  contact  the  Gaptain  of  the  Port  at 
telephone  number  617-223-3201  or  via 
on-scene  patrol  personnel  on  VHP 
channel  16  to  seek  permission  to  do  so. 
If  permission  is  granted,  all  persons  and 
vessels  must  comply  with  the 
instructions  of  the  Captain  of  the  Port  or 
his  or  her  designated  representative. 

Dated;  June  18,  2009. 

John  N.  Healey, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port,  Boston. 

[FR  Doc.  E9-17106  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-15-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33 CFR  Parties 

[Docket  No.  USCG-2009-0565] 

RIN  1625-AAOO 

Safety  Zone;  Atlantic  Intracoastal 
Waterway,  Oak  Island,  NC 

agency:  Coast  Guard,  DHS. 

ACTION:  Temporary  final  rule. 

SUMMARY:  The  Coast  Guard  is 
establishing  a  temporary  safety  zone  on 
the  waters  of  the  Atlantic  Intracoastal 
Waterway  at  Oak  Island,  North  Carolina. 
The  safety  zone  is  necessary  to  provide 
for  the  safety  of  life  on  navigable  waters 
during  the  installation  of  bridge  girders 
at  the  new  high-level  fixed  highway 
bridge  at  the  second  crossing  to  Oak 
Island,  North  Carolina. 

DATES:  This  rule  is  effective  from  7  a.m. 
on  July  22,  2009  through  5:30  p.m.  on 
August  12,  2009. 

ADDRESSES:  Comments  and  materials 
received  from  the  public,  as  well  as 
documents  mentioned  in  this  preamble 
as  being  available  in  the  docket  are  part 
of  docket  USCG-2009— 0565  and  are'' 
available  online  by  going  to  http:// 
\A.'ww:reguiations.gov,  selecting  the  : 


Advanced  Docket  Search  option  on  the 
right  side  of  the  screen,  inserting  USCG- 
2009-0565  in  the  Docket  ID  box, 
pressing  Enter,  and  then  clicking  on  the 
item  in  the  Docket  ID  column.  This 
material  is  also  available  for  inspection 
or  copying  at  the  Docket  Management 
Facility  (M-30),  U.S.  Department  of 
Transportation,  West  Building  Ground 
Floor,  Room  W12-140,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 

FOR  FURTHER  INFORMATION  CONTACT:  If 

you  have  questions  on  this  temporary 
rule,  call  or  e-mail  CW04  Stephen 
Lyons,  Waterways  Management 
Division  Chief,  Coast  Guard  Sector 
North  Carolina;  telephone  (252)  247- 
4525,  e-mail 

Stephen.W.Lyons2@uscg.mil.  If  you 
have  questions  on  viewing  the  docket, 
call  Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  telephone  202-366- 
9826. 

SUPPLEMENTARY  INFORMATION: 

Regulatory  Information 

The  Coast  Guard  is  issuing  this 
temporary  final  rule  without  prior 
notice  and  opportunity  to  comment 
pursuant  to  authority  under  section  4(a) 
of  the  Administrative  Procedure  Act 
(APA)  (5  U.S.G.  553(b)).  This  provision 
authorizes  an  agency  to  issue  a  rule 
without  prior  notice  and  opportunity  to 
comment  when  the  agency  for  good 
cause  finds  that  those  procedures  are 
“impracticable,  unnecessary,  or  contrary 
to  the  public  interest.”  Under  5  U.S.C. 
553(b)(3)(B),  the  Goast  Guard  finds  that 
good  cause  exists  for  not  publishing  a 
notice  of  proposed  rulemaking  (NPRM) 
with  respect  to  this  rule  because 
immediate  action  is  needed  to  protect 
the  maritime  public  from  the  hazards 
associated  with  the  installation  of  bridge 
girders,  including  the  use  of  heavy 
equipment  and  falling  debris.  The 
necessary  information  to  determine 
whether  the  installation  project  posed  a 
threat  to  persons  and  vessels  was  not 
provided  with  sufficient  time  to  publish 
an  NPRM.  For  the  safety  concerns 
noted,  it  is  in  the  public  interest  to  have 
this  regulation  in  place  during  the  girder 
installation. 

Under  5  U.S.C.  553(d)(3),  the  Coast 
Guard  finds  that  good  cause  exists  for 
making  this  rule  effective  less  than  30 
days  after  publication  in  the  Federal 
Register.  Delaying  the  effective  date 
would  be  contrary  to  public  interest, 
since  immediate  action  is  needed  to 
ensure  the  public’s  safety  from  the 
hazards  noted  above. 
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Background  and  Purpose 

The  State  of  North  Carolina 
Department  of  Transportation  awarded  a 
contract  to  Lee  Construction  Company 
of  the  Carolines,  Inc.  of  Charlotte,  North 
Carolina,  to  perform  bridge  girder 
installation  at  the  new  high-level  fixed 
highway  bridge  at  the  second  crossing  to 
Oak  Island,  North  Carolina.  The  contract 
provides  for  the  installation  of  8  bridge 
girders.  The  center  bridge  girder 
installation  is  scheduled  to  begin  on 
July  22,  2009  through  July  29,  2009 
between  the  horns  of  7  a.m.  to  5:30  p.m. 
each  day.  The-  contractor  will  be 
utilizing  a  deck  barge  with  a  55'  beam, 
a  450  ton  ringer  crane  on  a  stationary 
barge  with  an  85'  beam,  and  assist  tug 
to  conduct  the  girder  installation.  This 
operation  presents  a  potential  hazard  to 
mariners  from  falling  debris  and  the  use 
of  heavy  equipment  and  machinery.  To 
provide  for  the  safety  of  the  public,  the 
Coast  Guard  will  temporarily  restrict 
access  to  this  section  of  the  Atlantic 
Intracoastal  Waterway  dming  girder 
installation. 

Discussion  of  Rule 

The  Coast  Guard  is  establishing  a 
temporary  safety  zone  to  encompass  the 
waters  of  the  Atlantic  Intracoastal 
Waterway  extending  250  yards  in  all 
directions  from  the  main  construction 
site.  All  vessels  are  prohibited  from 
transiting  this  section  of  the  waterway 
while  the  safety  zone  is  in  effect.  Entry 
into  the  zone  will  not  be  permitted 
except  as  specifically  authorized  by  the 
Captain  of  the  Port  or  a  designated 
representative.  To  seek  permission  to 
transit  the  area,  mariners  can  contact 
Sector  North  Carolina  at  telephone 
number  (252)  247-4570.  This  zone  will 
be  enforced  from  7  a.m.  to  5:30  p.m. 
each  day,  from  July  22,  2009  through 
August  12,  2009.  The  enforcement 
period  is  scheduled  to  run  longer  than 
the  planned  operation  to  account  for 
any  delays  in  construction.  The  Captain 
of  the  Port  may  cancel  enforcement  of 
the  safety  zone  if  construction  is 
completed  before  August  12. 

Regulatory  Analyses 

We  developed  this  rule  after 
considering  numerous  statutes  and 
executive  orders  related  to  rulemaking. 
Below  we  summarize  our  analyses 
based  on  13  of  these  statutes  or 
executive  orders. 

Regulatory  Planning  and  Review 

This  rule  is  not  a  significant 
regulatory  action  under  section  3(f)  of 
Executive  Order  12866,  Regulatory 
Planning  and  Review,  and  does  not 
require  an  assessment  of  potential  costs 
and  benefits  under  section  6(a)(3)  of  that 


Order.  The  Office  of  Management  and 
Budget  has  not  reviewed  it  under  that 
Order. 

Although  this  regulation  will  restrict 
access  to  the  area,  the  effect  of  this  rule 
will  not  be  significant  because:  (i)  The 
safety  zone  will  be  in  effect  for  a  limited 
duration  of  time,  (ii)  the  Coast  Guard 
will  give  advance  notification  via 
maritime  advisories  so  mariners  can 
adjust  their  plans  accordingly,  and  (iii) 
vessels  may  be  granted  permission  to 
transit  the  area  by  the  Captain  of  the 
Port  or  a  designated  representative. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601-612),  we  have  considered 
whether  this  rule  would  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  term  “small  entities”  comprises 
small  businesses,  not-for-profit 
organizations  that  are  independently 
owned  and  operated  and  are  not 
dominant  in  their  fields,  and 
governmental  jiuisdictions  with 
populations  of  less  than  50,000. 

The  Coast  Guard  certifies  under  5 
U.S.C.  605(b)  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

This  rule  will  effect  the  following 
entities,  some  of  which  may  be  small 
entities:  the  owners  or  operators  of  tug 
and  barge,  recreational,  and  fishing 
vessels  intending  to  transit  the  specified 
portion  of  the  Atlantic  Intracoastal 
Waterway  from  7  a.m.  to  5:30  p.m. 
beginning  July  22,  2009  throu^  August 
12,  2009. 

This  safety  zone  will  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities  for 
the  following  reasons.  This  rule  will  be 
in  effect  for  only  a  limited  time  each 
day.  Although  the  safety  zone  will  apply 
to  the  entire  width  of  the  Atlantic 
Intracoastal  Waterway,  vessel  traffic  can 
use  alternate  waterways  to  transit  safely 
around  the  safety  zone.  Before  the 
effective  period,  the  Coast  Guard  will 
issue  maritime  advisories  widely 
available  to  the  users  of  the  waterway. 

Assistance  for  Small  Entities 

Under  section  213(a)  of  the  Sniall 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121), 
we  offer  to  assist  small  entities  in 
understanding  the  rule  so  that  they  can 
better  evaluate  its  effects  on  them  and 
participate  in  the  rulemaking  process. 

Small  businesses  may  send  comments 
on  the  actions  of  Federal  employees 
who  enforce,  or  otherwise  determine 
compliance  with.  Federal  regulations  to 
the  Small  Business  and  Agricultme 
Regulatory  Enforcement  Ombudsman 


and  the  Regional  Small  Business 
Regulatory  Fairness  Boards.  The 
Ombudsman  evaluates  these  actions 
annually  and  rates  each  agency’s 
responsiveness  to  small  business.  If  you 
wish  to  comment  on  actions  by 
employees  of  the  Coast  Guard,  call 
1-888-REG-FAIR  (1-888-734-3247). 

The  Coast  Guard  will  not  retaliate 
against  small  entities  that  question  or 
complain  about  this  rule  or  any  policy 
or  action  of  the  Coast  Guard. 

Collection  of  Information 

This  rule  calls  for  no  new  collection 
of  information  under  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520). 

Federalism 

A  rule  has  implications  for  federalism 
under  Executive  Order  13132, 
Federalism,  if  it  has  a  substemtial  direct 
effect  on  State  or  local  governments  and 
would  either  preempt  State  law  or 
impose  a  substantial  direct  cost  of 
compliance  on  them.  We  have  analyzed 
this  rule  under  that  Order  and  have 
determined  that  it  does  not  have 
implications  for  federalism. 

Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 
of  1995  (2  U.S.C.  1531-1538)  requires 
Federal  agencies  to  assess  the  effects  of 
their  discretionary  regulatory  actions.  In 
particular,  the  Act  addresses  actions 
that  may  result  in  the  expenditure  by  a 
State,  local,  or  tribal  government,  in  the 
aggregate,  or  by  the  private  sector  of 
$100,000,000  or  more  in  any  one  year. 
Though  this  rule  will  not  result  in  such 
expenditure,  we  do  discuss  the  effects  of 
this  rule  elsewhere  in  this  preamble. 

Taking  of  Private  Property 

This  rule  will  not  effect  a  taking  of 
private  property  or  otherwise  have 
taking  implications  under  Executive 
Order  12630,  Governmental  Actions  and 
Interference  with  Constitutionally 
Protected  Property  Rights. 

This  rule  meets  applicable  standards 
in  sections  3(a)  and  3(b)(2)  of  Executive 
Order  12988,  Civil  Justice  Reform,  to 
minimize  litigation,  eliminate 
ambiguity,  and  reduce  burden. 

Protection  of  Children 

We  have  analyzed  this  rule  under 
Executive  Order  13045,  Protection  of 
Children  from  Environmental  Health 
Risks  and  Safety  Risks.  This  rule  is  not 
an  economically  significant  rule  and 
does  not  create  an  environmental  risk  to 
health  or  risk  to  safety  that  may 
disproportionately  affect  children. 
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Indian  Tribal  Governments 

This  rule  does  not  have  tribal 
implications  under  Executive  Order 
13175,  Consultation  and  Coordination 
with  Indian  Tribal  Governments, 
because  it  does  not  have  a  substantial 
direct  effect  on  one  or  more  Indian 
tribes,  on  the  relationship  between  the 
Federal  Government  and  Indian  tribes, 
or  on  the  distribution  of  power  and 
responsibilities  between  the  Federal 
Government  and  Indian  tribes. 

Energy  Effects 

We  have  analyzed  this  rule  under 
Executive  Order  13211,  Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use.  We  have 
determined  that  it  is  not  a  “significant 
energy  action”  under  that  order  because 
it  is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866  and  is  not 
likely  to  have  a  significant  adverse  effect 
on  the  supply,  distribution,  or  use  of 
energy.  The  Administrator  of  the  Office 
of  Information  and  Regulatory  Affairs 
has  not  designated  it  as  a  significant 
energy'  action.  Therefore,  it  does  not 
require  a  Statement  of  Energy  Effects 
under  Executive  Order  13211. 

Technical  Standards 

The  National  Technology  Transfer 
and  Advancement  Act  (NTTAA)  (15 
U.S.C.’272  note)  directs  agencies  to  use 
voluntary  consensus  standards  in  their 
regulatory  activities  unless  the  agency 
provides  Congress,  through  the  Office  of 
Management  and  Budget,  with  an 
explanation  of  why  using  these 
-standards  would  be  inconsistent  with 
applicable  law  or  otherwise  impractical. 
Voluntary  consensus  standeu'ds  are 
technical  standards  (e.g.,  specifications 
of  materials,  performance,  design,  or 
operation;  test  methods;  sampling 
procedures;  and  related  management 
systems  practices)  that  are  developed  or 
adopted  by  voluntary  consensus 
standards  bodies. 

This  rule  does  not  use  technical 
standards.  Therefore,  we  did  not 
consider  the  use  of  voluntary  consensus 
standards. 

Environment 

We  have  analyzed  this  rule  under 
Department  of  Homeland  Security 
Management  Directive  023-01  and 
Commandant  Instruction  M16475.1D, 
which  guide  the  Coast  Guard  in 
complying  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321-43701),  and 
have  concluded  this  action  is  one  of  a 
category  of  actions  which  do  not 
individually  or  cumulatively  have  a 
significant  effect  on  the  human 


environment.  This  rule  is  categorically 
excluded,  under  figure  2-1,  paragraph 
(34)(g),  of  the  Instruction.  This  rule 
establishes  a  temporary  safety  zone  to 
protect  the  public  from  bridge 
construction  operations.  An 
environmental  analysis  checklist  and  a 
categorical  exclusion  determination  are 
available  in  the  docket  where  indicated 
under  ADDRESSES. 

List  of  Subjects  in  33  CFR  Part  165 

Harbors,  Marine  safety.  Navigation 
(water).  Reporting  and  recordkeeping 
requirements.  Security  measures. 
Waterways. 

■  For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  amends  33 
CFR  part  165  as  follows: 

PART  165— SAFETY  ZONES 

■  1.  The  authority  citation  for  part  165 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1226, 1231;  46  U.S.C. 
Chapter  701,  3306,  3703;  50  U.S.C.  191, 195; 

33  CFR  1.05-1,  6.04-1,  6.04-6  and  160.5; 

Pub.  L.  107-295, 116  Stat.  2064;  Department 
of  Homeland  Security  Delegation  No.  0170.1. 

■  2.  Add  temporary  §  165.T05-0565  to 
read  as  follows; 

§  165.T05-0565  Safety  Zone;  Atlantic 
Intracoastal  Waterway,  Oak  Island,  NC. 

(a)  Definitions.  For  the  purposes  of 
this  section,  Captain  of  the  Port  means 
the  Commander,  Sector  North  Carolina. 
Representative  means  any  Coast  Guard 
commissioned,  warrant,  or  petty  officer 
who  has  been  authorized  to  act  on  the 
behalf  of  the  Captain  of  the  Port. 

(b)  Location.  The  following  area  is  a 
safety  zone:  This  zone  includes  the 
waters  of  the  Atlantic  Intracoastal 
Waterway  extending  250  yards  in  all 
directions  from  the  main  construction 
site  at  the  new  high-level  fixed  highway 
bridge  at  the  second  crossing  to  Oak 
Island,  North  Carolina. 

(c)  Regulations.  (1)  The  general 
regulations  contained  in  §  165.23  of  this 
part  apply  to  the  area  described  in 
paragraph  (b)  of  this  section. 

(2)  Persons  or  vessels  requiring  entry 
into  or  passage  through  any  portion  of 
the  safety  zone  must  first  request 
authorization  from  the  Captain  of  the 
Port,  on  a  designated  representative, 
.unless  the  Captain  of  the  Port 
previously  announced  via  Marine  Safety 
Radio  Broadcast  on  VHF  Marine  Band 
Radio  channel  22  (157.1  MHz)  that  this 
regulation  will  not  be  enforced  in  that 
portion  of  the  safety  zone.  The  Captain 
of  the  Port  can  be  contacted  at  telephone 
number  (252)  247-4570  or  by  radio  on 
VHF  Marine  Band  Radio,  channels  13 
and  16. 


(d)  Enforcement.  The  U.S.  Coast 
Guard  may  be  assisted  in  the  patrol  and 
enforcement  of  the  zone  by  Federal, 
State,  and  local  agencies. 

(e)  Enforcement  period.  This  section 
will  be  enforced  from  7  a.m.  to  5:30  p.m. 
each  day  from  July  22,  2009  through 
August  12,  2009,  unless  cancelled 
earlier  by  the  Captain  of  the  Port. 

Dated:  June  24,  2009. 

J.E.  Ryan, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port  North  Carolina. 

[FR  Doc.  E9-17097  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-15-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Parties 

[Docket  No.  USCG-2009-0274] 

RIN  1625-AAOO 

Safety  Zone;  Norfolk  Tides  Post-Game 
Fireworks  Displays,  Elizabeth  River, 
Norfolk,  VA 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Temporary'  final  rule. 

SUMMARY:  The  Coast  Guard  is 
establishing  a  safety  zone  on  the 
Elizabeth  River  in  die  vicinity  of  Harbor 
Park,  Norfolk,  VA  in  support  of  the  post¬ 
game  fireworks  displays  over  the 
Elizabeth  River.  This  action  will  protect 
the  maritime  public  on  the  Elizabeth 
River  from  the  hazards  associated  with 
fireworks  displays. 

DATES:  This  rule  is  effective  from  9  p.m. 
on  July  2,  2009  until  10:30  p.m.  on 
September  4,  2009. 

ADDRESSES:  Comments  and  material 
received  from  the  public,  as  well  as 
documents  mentioned  in  this  preamble 
as  being  available  in  the  docket,  are  part 
of  docket  USCG-2009-0274  and  are 
available  online  by  going  to  http:// 
www.reguIations.gov,  selecting  the 
Advanced  Docket  Search  option  on  the 
right  side  of  the  screen,  inserting  USCG- 
2009-0274  in  the  Docket  ID  box, 
pressing  Enter,  and  then  clicking  on  the 
item  in  the  Docket  ID  column.  This 
material  is  also  available  for  inspection 
or  copying  at  the  Docket  Management 
Facility  (M-30),  U.S.  Department  of 
Transportation,  West  Building  Ground 
Floor,  Room  Wl 2-140,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590, 
between  9  a.m.  and  5  p.m.,  Monday 
through  Friday,  except  Federal  holidays. 
FOR  FURTHER  INFORMATION  CONTACT:  If 
you  have  questions  on  this  temporary 
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rule,  call  or  e-mail  LT  Tiffany  Duffy, 

Chief  Waterways  Management  Division, 
Sector  Hampton  Roads,  Coast  Guard; 
telephone  757-668-5580,  e-mail 
tiffany.a.duffy@uscg.mil.  If  you  have 
questions  on  viewing  the  docket,  call 
Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  telephone  202-366- 
9826. 

SUPPLEMENTARY  INFORMATION; 

Regulatory  Information 

On  May  1,  2009,  we  published  a 
notice  of  proposed  rulemaking  (NPRM) 
entitled  Safety  Zone;  Norfolk  Tides 
Post-Game  Fireworks  Displays, 

Elizabeth  River,  Norfolk,  VA  in  the 
Federal  Register  (74  FR  083).  We 
received  no  comments  on  the  proposed 
rule.  No  public  meeting  was  requested, 
and  none  was  held. 

Background  and  Purpose 

Coast  Guard  Sector  Hampton  Roads 
has  been  notified  that  fireworks  displays 
are  scheduled  to  occur  after  certain 
Norfolk  Tides  home  baseball  games. 
Although  these  displays  are  fired  from 
land,  a  portion  of  the  fallout  zone  is 
over  the  Elizabeth  River.  33  CFR  part 
165  subpart  C  describes  a  safety  zone 
“as  a  water  area,  shore  area,  or  water 
and  shore  area  to  which  for  safety  or 
environmental  purposes,  access  is 
limited  to  authorized  persons,  vehicles 
or  vessels.”  Due  to  the  need  to  protect 
mariners  and  spectators  from  the 
hazards  associated  with  fireworks 
displays,  the  Coast  Guard  is  establishing 
a  safety  zone  limiting  access  to  the 
Elizabeth  River  within  a  210-foot  radius 
of  the  fireworks  launching  area. 

Discussion  of  Rule 

The  Coast  Guard  is  establishing  a 
safety  zone  on  the  specified  waters  of 
the  Elizabeth  River  in  the  vicinity  of 
Harbor  Park,  Norfolk,  VA.  This  safety 
zone  will  encompass  all  navigable 
waters  within  a  210-foot  radius  of  the 
fireworks  launch  site,  located  on  land, 
directly  behind  the  stadium  at 
approximate  position  36°50'30"  N/ 
076°ie'42"  W  (NAD  1983).  This 
regulated  area  is  being  established  in  the 
interest  of  public  safety  during  the 
fireworks  display  and  would  be 
enforced  on  July  2,  July  3,  August  21, 
September  3,  and  September  4,  2009,  for 
ten  consecutive  minutes  immediately 
following  the  conclusion  of  the  baseball 
games,  between  9  p.m.  and  10:30  p.m. 
Access  to  the  safety  zone  will  be 
restricted  during  the  specified  dates  and 
times.  Except  for  participants  and 
vessels  authorized  by  the  Captain  of  the 
Port  or  his  Representative,  no  person  or 
vessel  may  enter  or  remain  in  the 
regulated  area. 


Regulatory  Analyses 

We  developed  this  rule  after 
considering  numerous  statutes  and 
executive  orders  related  to  rulemaking. 
Below  we  summarize  our  analyses 
based  on  13  of  these  statutes  or 
executive  orders. 

Regulatory  Planning  and  Review 

This  rule  is  not  a  significant 
regulatory  action  under  section  3(f)  of 
Executive  Order  12866,  Regulatory 
Planning  and  Review,  and  does  not 
require  an  assessment  of  potential  costs 
and  benefits  under  section  6(a)(3)  of  that 
Order.  The  Office  of  Management  and 
Budget  has  not  reviewed  it  under  that 
Order.  Although  this  regulation  would 
restrict  access  to  the  safety  zone,  the 
effect  of  this  rule  would  not  be 
significcmt  because:  (i)  The  safety  zone 
would  be  in  effect  for  a  limited 
duration;  (ii)  the  zone  would  be  of 
limited  size;  and  (iii)  the  Coast  Guard 
will  make  notifications  via  maritime 
advisories  so  mariners  can  adjust  their 
plans  accordingly.  For  the  above , 
reasons,  the  Coast  Guard  does  not 
anticipate  any  significant  economic 
impact. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601-612),  we  have  considered 
whether  this  rule  would  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  term  “small  entities”  comprises 
small  businesses,  not-for-profit 
organizations  that  are  independently 
owned  and  operated  and  are  not 
dominant  in  their  fields,  and 
governmental  jurisdictions  with 
populations  of  less  than  50,000. 

The  Coast  Guard  certifies  under  5 
U.S.C.  605(b)  that  this  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 
This  rule  will  affect  the  following 
entities,  some  of  which  may  be  small 
entities:  owners  and  operators  of  vessels 
intending  to  transit  or  anchor  in  that 
portion  of  the  Elizabeth  River  from  9 
p.m.  until  10:30  p.m.  on  July  2,  July  3, 
August  21,  September  3,  and  September 
4,  2009.  The  safety  zone  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities  for 
the  following  reasons.  The  safety  zone 
will  only  be  in  place  for  a  limited 
duration.  The  safety  zone  will  be  of 
limited  size.  Maritime  advisories  will  be 
issued  allowing  the  mariners  to  adjust 
their  plans  accordingly.  Furthermore, 
the  safety  zone  will  apply  to  only  a 
small  portion  of  the  Elizabeth  River; 
there  will  be  adequate  space  for 


mariners  to  safely  transit  around  the 
zone. 

Assistance  for  Small  Entities 

Under  section  213(a)  of  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121), 
in  the  NPRM  we  offered  to  assist  small 
entities  in  understanding  the  rule  so 
that  they  could  better  evaluate  its  effects 
on  them  and  participate  in  the 
rulemaking  process. 

Small  businesses  may  send  comments 
on  the  actions  of  Federal  employees 
who  enforce,  or  otherwise  determine 
compliance  with.  Federal  regulations  to 
the  Small  Business  and  Agriculture 
Regulatory  Enforcement  Ombudsman 
and  the  Regional  Small  Business 
Regulatory  Fairness  Boards.  The 
Ombudsman  evaluates  these  actions 
annually  and  rates  each  agency’s 
responsiveness  to  small  business.  If  you 
wish  to  comment  on  actions  by 
employees  of  the  Coast  Guard,  call 
1-888-REG-FAIR  (1-888-734-3247). 

The  Coast  Guard  will  not  retaliate 
against  small  entities  that  question  or 
complain  about  this  rule  or  any  policy 
or  action  of  the  Coast  Guard. 

Collection  of  Information 

This  rule  calls  for  no  new  collection 
of  information  under  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501- 
3520). 

Federalism 

A  rule  has  implications  for  federalism 
under  Executive  Order  13132, 
Federalism,  if  it  has  a  substantial  direct 
effect  on  State  or  local  governments  and 
would  either  preempt  State  law  or 
impose  a  substantial  direct  cost  of 
compliance  on  them.  We  have  analyzed 
this  rule  under  that  Order  and  have 
determined  that  it  does  not  have 
implications  for  federalism. 

Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 
of  1995  (2  U.S.C.  1531-1538)  requires 
Federal  agencies  to  assess  the  effects  of 
their  discretionary  regulatory  actions.  In 
particular,  the  Act  addresses  actions 
that  may  result  in  the  expenditure  by  a 
State,  local,  or  tribal  government,  in  the 
aggregate,  or  by  the  private  sector  of 
$100,000,000  or  more  in  any  one  year. 
Though  this  rule  will  not  result  in  such 
an  expenditure,  we  do  discuss  the 
effects  of  this  rule  elsewhere  in  this 
preamble.  , 

Taking  of  Private  Property 

This  rule  will  not  effect  a  taking  of 
private  property  or  otherwise  have 
taking  implications  under  Executive 
Order  12630,  Governmental  Actions  and 
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Interference  with  Constitutionally 
Protected  Property  Rights. 

Civil  Justice  Reform 

This  rule  meets  applicable  standards 
in  sections  3(a)  and  3(bK2)  of  Executive 
Order  12988,  Civil  Justice  Reform,  to 
minimize  litigation,  eliminate 
eunbiguity,  and  reduce  burden. 

Protection  of  Children 

We  have  analyzed  this  rule  under 
Executive  Order  13045,  Protection  of 
Children  from  Environmental  Health 
Risks  and  Safety  Risks.  This  rule  is  not 
an  economically  significant  rule  and 
does  not  create  an  environmental  risk  to 
health  or  risk  to  safety  that  may 
disproportionately  affect  children. 

Indian  Tribal  Governments 

This  rule  does  not  have  tribal 
implications  under  Executive  Order 
13175,  Consultation  and  Coordination 
with  Indian  Tribal  Governments, 
because  it  does  not  have  a  substantial 
direct  effect  on  one  or  more  Indian 
tribes,  on  the  relationship  between  the 
Federal  Government  and  Indian  tribes, 
or  on  the  distribution  of  power  and 
responsibilities  between  the  Federal 
Government  and  Indian  tribes. 

Energy  Effects 

We  have  analyzed  this  rule  imder 
Executive  Order  13211,  Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  Or  Use.  We  have 
determined  that  it  is  not  a  “significant 
energy  action”  xmder  that  order  because 
it  is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866  and  is  not 
likely  to  have  a  significant  adverse  effect 
on  the  supply,  distribution,  or  use  of 
energy.  The  Administrator  of  the  Office 
of  Information  and  Regulatory  Affairs 
has  not  designated  it  as  a  significant 
energy  action.  Therefore,  it  does  not 
require  a  Statement  of  Energy  Effects 
under  Executive  Order  13211. 

Technical  Standards 

The  National  Technology  Transfer 
and  Advancement  Act  (NTTAA)  (15 
U.S.C.  272  note)  directs  agencies  to  use 
voluntary  consensus  standards  in  their 
regulatory  activities  unless  the  agency 
provides  Congress,  through  the  Office  of 
Mcmagement  and  Budget,  with  an 
explanation  of  why  using  these  . 
standards  would  be  inconsistent  with 
applicajile  law  or  otherwise  impractical. 
Volimtary  consensus  standards  are 
technical  standards  (e.g.,  specifications 
of  materi^s,  performance,  design,  or 
operation;  test  methods;  sampling 
procedures;  and  related  management 
systems  practices)  that  are  developed  or 


adopted  by  volimtary  consensus 
standards  bodies. 

This  rule  does  not  use  technical 
standards.  Therefore,  we  did  not 
consider  the  use  of  voluntary  consensus 
standards. 

Environment 

We  have  analyzed  this  rule  under 
Department  of  Homeland  Security 
Management  Directive  023-01  and 
Commandant  Instruction  M16475.1D, 
which  guide  the  Coast  Guard  in 
complying  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321-4370f),  and 
have  concluded  this  action  is  one  of  a 
category  of  actions  which  do  not 
individually  or  cumulatively  have  a 
significant  effect  on  the  human 
environment.  This  rule  is  categorically 
excluded,  under  figure  2-1,  paragraph 
(34)(g),  of  the  Instruction.  This  rule 
involves  establishing  a  safety  zone 
around  a  fireworks  display.  Under 
figure  2-1,  paragraph  (34)(g),  of  the 
Instruction,  an  environmental  analysis 
checklist  and  a  categorical  exclusion 
determination  are  not  required  for  this 
rule. 

List  of  Subjects  33  CFR  Part  165 

Harbors,  Marine  safety.  Navigation 
(water).  Reporting  and  recordkeeping 
requirements.  Security  measures. 
Waterways. 

■  For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  amends  33 
CFR  part  165  as  follows: 

PART  165— REGULATED  NAVIGATION 
AREAS  AND  LIMITED  ACCESS  AREAS 

■  1.  The  authority  citation  for  part  165 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1226, 1231;  46  U.S.C. 
Chapter  701,  3306,  3703;  50  U.S.C.  191, 195; 
33  CFR  1.05-1,  6.04-1,  6.04-6  and  160.5; 

Pub.  L.  107-295, 116  Stat.  2064;  Department 
of  Homeland  Secmity  Delegation  No.  0170.1. 

■  2.  Add  §  165.T05-0274  to  read  as 
follows; 

§  1 65.T05-0274  Safety  Zone;  Norfolk  Tides 
Post-Game  Fireworks  Displays,  Elizabeth 
River,  Norfolk,  VA. 

(a)  Regulated  area.  The  following  area 
is  a  safety  zone:  specified  waters  of  the 
Elizabeth  River  located  within  a  210- 
foot  radius  of  the  fireworks  launching 
site  located  at  approximate  position 
36°50'30''  N/076°16'42''  W  (NAD  1983), 
directly  behind  Harbor  Park  Stadium  in 
the  vicinity  of  Norfolk,  VA. 

(b)  Definition.  For  the  purposes  of  this 
part.  Captain  of  the  Port  Representative 
means  any  U.S.  Coast  Guard 
commissioned,  warrant  or  petty  officer 
who  has  been  authorized  by  the  Captain 


of  the  Port,  Hampton  Roads,  Virginia  to 
act  on  his  behalf. 

(c)  Regulations.  (1)  In  accordance  with 
the  general  regulations  in  §  165.23  of 
this  part,  entry  into  this  zone  is 
prohibited  unless  authorized  by  the 
Captain  of  the  Port,  Hampton  Roads  or 
his  designated  representatives. 

(2)  The  operator  of  emy  vessel  in  the 
immediate  vicinity  of  this  safety  zone 
shall: 

(i)  Stop  the  vessel  immediately  upon 
being  directed  to  do  so  by  any 
commissioned,  warrant  or  petty  officer 
on  shore  or  on  board  a  vessel  that  is 
displaying  a  U.S.  Coast  Guard  Ensign. 

(ii)  Proceed  as  directed  by  any 
commissioned,  warrant  or  petty  officer 
on  shore  or  on  board  a  vessel  that  is 
displaying  a  U.S.  Coast  Guard  Ensign. 

(3)  The  Captain  of  the  Port,  Hampton 
Roads  can  be  reached  through  the  Sector 
Duty  Officer  at  Sector  Hampton  Roads 
in  Portsmouth,  Virginia  at  telephone 
Number  (757)  668-5555. 

(4)  The  Coast  Guard  Representatives 
enforcing  the  safety  zone  can  be 
contacted  on  VHF-FM  marine  band 
radio  channel  13  (165.65Mhz)  and 
channel  16  (156.8  Mhz). 

(d)  Effective  period.  Thi^ regulation 
will  be  in  effect  on  July  2,  July  3,  August 
21,  September  3,  and  September  4,  2009 
from  9  p.m.  until  10:30  p.m. 

Dated:  June  30,  2009. 

M.S.  Ogle, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port  Hampton  Roads. 

[FR  Doc.  E9-17104  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  4910-15-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33  CFR  Part  165 

[Docket  No.  USCG-2009-0632] 

Safety  Zones:  Annual  Events 
Requiring  Safety  Zones  in  the  Captain 
of  the  Port  Detroit  Zone 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Notice  of  enforcement. 

SUMMARY:  The  Coast  Guard  will  enforce 
the  safety  zones  for  annual  fireworks 
events  in  the  Captain  of  the  Port  Detroit 
zone  from  9  p.m.  on  July  3,  2009 
through  11  p.m.  on  July  25,  2009.  This 
action  is  necessary  and  intended  to 
ensure  safety  of  life  on  the  navigable 
waters  immediately  prior  to,  during,  and 
immediately  after  fireworks  events.  This 
rule  will  establish  restrictions  upon,  and 
control  movement  of,  vessels  in  a 
specified  area  immediately  prior  to. 
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during,  and  immediately  after  fireworks 
events.  During  the  enforcement  period, 
no  person  or  vessel  may  enter  the  safety 
zone  without  permission  of  the  Captain 
of  the  Port. 

DATES:  The  regulations  in  33  CFR  part 
165  will  be  enforced  as  listed  below 
under  the  subject  heading 
SUPPLEMENTARY  INFORMATION. 

FOR  FURTHER  INFORMATION  CONTACT:  CDR 
Joseph  Snowden,  Prevention,  U.S.  Coast 
Guard  Sector  Detroit,  110  Mount  Elliot 
Ave.,  Detroit,  Ml  48207;  (313)-568- 
9580,  e-mail 

Joseph.H.Snowden@iiscg.mil. 

SUPPLEMENTARY  INFORMATION:  The  Coast 
Guard  will  enforce  the  following  safety 
zones  which  were  published  in  the 
August  8,  2008  issue  of  the  Federal 
Register.  (73  FR  46194): 

Section  165.941(a)(22)  Catawba 
Island  Club  Fireworks,  Catawba  Island, 
OH.  This  regulation  is  effective  and  will 
be  enforced  from  9  p.m.  until  10  p.m. 
on  July  3,  2009. 

Section  165.94l(a)(43)  Lexington 
Independence  Festival  Fireworks, 
Lexington,  MI.  This  regulation  will  be 
effective  from  9:30  p.m.  on  July  3,  2009 
to  10:30  p.m.  on  July  5,  2009.  This 
regulation  will  be  enforced  from  9:30 
p.m.  until  10:30  p.m.  on  July  3,  2009.  In 
the  event  of  inclement  weather,  this 
regulation  will  be  enforced  from  9:30 
p.m.  until  10:30  p.m.  on  July  5,  2009. 

Section  165.941(a)(31)  Safety  zone; 
Lake  Erie  Metropark  Fireworks, 

Gibraltar,  MI.  This  regulation  is  effective 
and  will  be  enforced  from  10  p.m.  to  11 
p.m.  on  July  3,  2009. 

Section  165.941(a)(37)  Safety  zone; 
Caseville  Fireworks,  Caseville,  ML  This 
regulation  is  effective  from  10  p.m.  on 
July  3,  2009  to  11  p.m.  on  July  5,  2009. 
This  regulation  will  be  enforced  from  10 
p.m.  until  11  p.m.  on  July  3,  2009.  In  the 
event  of  inclement  weather,  this 
regulation  will  be  enforced  from  10  p.m. 
until  11  p.m.  on  July  5,  2009. 

Section  165.941(a)(32]  Safety  zone; 
City  of  St.  Clair  Fireworks,  St.  Clair,  ML 
This  regulation  will  be  effective  from  10 
p.m.  July  4,  2009  to  11  p.m.  on  July  5, 
2009.  This  regulation  will  be  enforced 
from  10  p.m.  until  11  p.m.  on  July  4, 
2009.  In  the  event  of  inclement  weather, 
this  regulation  will  be  enforced  from  10 
p.m.  until  11  p.m.  on  July  5,  2009. 

Section  165.941(a)(5)  Alpena 
Fireworks,  Alpena,  MI.  This  regulation 
is  effective  from  10  p.m.  on  July  4,  2009 
to  11  p.m.  on  July  5,  2009.  This 
regulation  will  be  enforced  from  10  p.m. 
until  11  p.m.  on  July  4,  2009.  In  the 
event  of  inclement  weather,  this 
regulation  will  be  enforced  from  10  p.m. 
until  11  p.m.  on  July  5,  2009. 


Section  165.941(a)(47)  Safety  zone; 
Belle  Maer  Harbor  4th  of  July  Fireworks, 
Harrison  Township,  MI.  This  regulation 
will  be  effective  from  10  p.m.  July  4, 

2009  to  11  p.m.  on  July  5,  2009.  This 
regulation  will  be  enforced  from  10  p.m. 
until  11  p.m.  on  July  4,  2009.  In  the 
event  of  inclement  weather,  this 
regulation  will  be  enforced  from  10  p.m. 
until  11  p.m.  on  July  5,  2009. 

Section  165.94l(a)(42)  Safety  zone; 
Crosse  Pointe  Yacht  Club  4th  of  July 
Fireworks,  Crosse  Pointe  Shores,  ML 
This  regulation  will  be  effective  from  10 
p.m.  July  4,  2009  to  10:30  p.m.  on  July 
5,  2009.  This  regulation  will  be  enforced 
from  10  p.m.  until  10:30  p.m.  on  July  4, 
2009.  In  the  event  of  inclement  weather, 
this  regulation  will  be  enforced  from  10 
p.m.  until  10:30  p.m.  on  July  5,  2009. 

Section  165.941(a)(34)  Safety  zone; 
Port  Austin  Fireworks,  Port  Austin,  ML 
This  regulation  will  be  effective  from  10 
p.m.  July  4,  2009  to  10:30  p.m.  on  July 
5,  2009.  This  regulation  will  be  enforced 
from  10  p.m.  until  10:30  p.m.  on  July  4, 
2009.  In  the  event  of  inclement  weather, 
this  regulation  will  be  enforced  from  10 
p.m.  until  10:30  p.m.  on  July  5,  2009. 

Section  165.941(a)(8)  Safety  zone; 
Harrisville  Fireworks,  Harrisville,  MI. 
This  regulation  will  be  effective  from  1 0 
p.m.  July  4,  2009  to  11  p.m.  on  July  5, 
2009.  This  regulation  will  be  enforced 
from  10  p.m.  until  11  p.m.  on  July  4, 
2009.  In  the  event  of  inclement  weather, 
this  regulation  will  be  enforced  from  10 
p.m.  until  11  p.m.  on  July  5,  2009. 

Section  165.94l(a)(3d)  Safety  zone; 
Algonac  Pickerel  Tournament 
Fireworks,  Algonac,  MI.  This  regulation 
will  be  effective  from  10  p.m.  July  4, 

2009  to  10:30  p.m.  on  July  5,  2009.  This 
regulation  will  be  enforced  from  10  p.m. 
until  10:30  p.m.  on  July  4,  2009.  In  the 
event  of  inclement  weather,  this 
regulation  will  be  enforced  from  10  p.m. 
until  10:30  p.m.  on  July  5,  2009. 

Section  165.941(a)(36)  Safety  zone; 
Crosse  Pointe  Farms  Fireworks,  Crosse 
Pointe  Farms,  ML  This  regulation  will 
be  effective  from  10  p.m.  July  4,  2009  to 
10:30  p.m.  on  July  5,  2009.  This 
regulation  will  be  enforced  from  10  p.m. 
until  10:30  p.m.  on  July  4,  2009.  In  the 
event  of  inclement  weather,  this 
regulation  will  be  enforced  from  10  p.m. 
until  10:30  p.m.  on  July  5,  2009. 

Section  165.94l(a)(23)  Safety  zone; 
Red,  White  and  Blues  Bang  Fireworks, 
Huron,  OH.  This  regulation  is  effective 
and  will  be  enforced  from  10  p.m.  until 
11  p.m.  on  July  4,  2009. 

Section  165.941(a)(46)  Safety  zone; 
Trenton  Fireworks,  Trenton,  MI.  This 
regulation  will  be  effective  from  10  p.m. 
July  4,  2009  to  11  p.m.  on  July  5,  2009. 
This  regulation  will  be  enforced  from  10 
p.m,  until  11  p.m.  on  July  4,  2009.  In  the 


event  of  inclement  weather,  this 
regulation  will  be  enforced  from  10  p.m. 
until  11  p.m.  on  July  5,  2009. 

Section  165.941(a)(45)  Safety  zone; 
Crosse  Isle  Yacht  Club  Fireworks, 

Crosse  Isle,  MI.  This  regulation  will  be 
effective  from  9  p.m.  July  4,  2009  to  11 
p.m.  on  July  5,  2009.  This  regulation 
will  be  enforced  from  9  p.m.  until  11 
p.m.  on  July  4,  2009.  In  the  event  of 
inclement  weather,  this  regulation  will 
be  enforced  from  9  p.m.  until  11  p.m. 
on  July  5,  2009. 

Section  165.941(a)(3)  Safety  zone;  Au 
Cres  City  Fireworks,  Au  Cres,  MI.  This 
regulation  is  effective  and  will  be 
enforced  from  10  p.m.  until  11  p.m.  on 
July  4,  2009. 

Section  165.941(a)(21)  Safety  zone; 
Lakeside  July  4th  Fireworks,  Lakeside, 
OH.  This  regulation  will  be  effective 
from  9:30  p.m.  July  4,  2009  to  10:30 
p.m.  on  July  5,  2009.  This  regulation 
will  be  enforced  from  9:30  p.m.  until 
10:30  p.m.  on  July  4,  2009.  In  the  event 
of  inclement  weather,  this  regulation 
will  be  enforced  from  9:30  p.m.  until 
10:30  p.m.  on  July  5,  2009. 

Section  165.941(a)(6)  Safety  zone; 
Put-in-Bay  Fourth  of  July  Fireworks,  Put¬ 
in-Bay,  OH.  This  regulation  will  be 
effective  from  10  p.m.  July  4,  2009  to  11 
p.m.  on  July  5,  2009.  This  regulation 
will  be  enforced  from  10  p.m.  until  11 
p.m.  on  July  4,  2009.  In  the  event  of 
inclement  weather,  this  regulation  will 
be  enforced  from  10  p.m.  until  11  p.m. 
on  July  5,  2009. 

Section  165.94l(a)(17)  Safety  zone; 
Luna  Pier  Fireworks,  Luna  Pier,  ML  This 
regulation  is  effectiv^e  and  will  be 
enforced  from  10  p.m.  until  11  p.m.  on 
July  4,  2009. 

Section  165.941(a)(48)  Safety  zone; 
Tawas  City  4th  of  July  Fireworks,  Tawas, 
MI.  This  regulation  will  be  effective 
from  9:30  p.m.  July  4,  2009  to  10:30 
p.m.  on  July  5,  2009.  This  regulation 
will  be  enforced  from  9:30  p.m.  until 
10:30  p.m.  on  July  4,  2009.  In  the  event 
of  inclement  weather,  this  regulation 
will  be  enforced  from  9:30  p.m.  until 
10:30  p.m.  on  July  5,  2009. 

Section  165.941(a)(24)  Safety  zon e; 
Ecorse  Water  Festival  Fireworks,  Ecorse, 
MI.  This  regulation  will  be  effective 
from  9:30  p.m.  July  4,  2009  to  10:30 
p.m.  on  July  5,  2009.  This  regulation 
will  be  enforced  from  9:30  p.m.  until 
10:30  p.m.  on  July  4,  2009.  In  the  event 
of  inclement  weather,  this  regulation 
will  be  enforced  from  9:30  p.m.  until 
10:30  p.m.  on  July  5.  2009. 

Section  165.94'l(a)(24)  Safety  zone; 
Huron  Riverfest  Fireworks,  Huron,  OH. 
This  regulation  will  be  effective  from  10 
p.m.  July  10,  ^009  to  11  p.m.  on  July  11, 
2009.  This  regulation  will  be  enforced 
from  10  p.m.  until  11  p.m.  on  July  10, 
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2009.  In  the  event  of  inclement  weather, 
this  regulation  will  be  enforced  from  10 
p.m.  until  11  p.m.  on  July  11,  2009. 

Section  165.941(a)(9)  Safety  zone; 
Harbor  Beach  Fireworks,  Harbor  Beach, 
MI.  This  regulation  will  be  effective 
from  10  p.m.  July  11,  2009  to  11  p.m. 
on  July  12,  2009.  This  regulation  will  be 
enforced  from  10  p.m.  until  11  p.m.  on 
July  11,  2009.  In  the  event  of  inclement 
weather,  this  regulation  will  be  enforced 
from  10  p.m.  until  11  p.m.  on  July  12, 
2009. 

Section  165.941(a)(10)  Safety  zone; 
Trenton  Rotary  Roar  on  the  River 
Fireworks,  Trenton,  MI.  This  regulation 
is  effective  and  will  be  enforced  from  10 
p.m.  until  11  p.m.  on  July  25,  2009. 

Under  the  provisions  of  33  CFR 
165.20,  entry  into,  transiting,  or 
anchoring  within  these  safety  zones  is 
prohibited  unless  authorized  by  the 
Captain  of  the  Port  Detroit  or  his 
designated  representative.  Vessels  that 
wish  to  transit  through  the  safety  zones 
may  request  permission  from  the 
Captain  of  the  Port  Detroit.  Requests 
must  be  made  in  advance  and  approved 
by  the  Captain  of  the  Port  before  transits, 
will  be  authorized.  Approvals  will  be 
granted  on  a  case  by  case  basis.  The 
Captain  of  the  Port  may  be  contacted  via 
U.S.  Coast  Guard  Sector  Detroit  on 
channel  16,  VHF-FM.  The  Coast  Guard 
will  give  notice  to  the  public  via  a 
Broadcast  to  Mariners  that  the 
regulation  is  in  effect. 

This  notice  is  issued  under  authority 
of  33  CFR  165.20  and  5  U.S.C.  552(a). 

If  the  District  Commander,  Captain  of 
the  Port,  or  other  official  authorized  to 
do  so,  determines  that  the  regulated  area 
need  not  be  enforced  for  the  full 
duration  stated  in  this  notice,  he  or  she 
may  use  a  Broadcast  Notice  to  Mariners 
to  grant  general  permission  to  enter  the 
safety  zone. 

Dated:  July  1,  2009. 

F.M.  Midgette, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port  Detroit. 

[FR  Doc.  E9-17100  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  4910-1S-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  300 

[EPA-HQ-SFUND-2009-0466;  FRL-8932-5] 

National  Oil  and  Hazardous  Substance 
Pollution  Contingency  Plan;  National 
Priorities  List 

AGENCY:  Environmental  Protection 
Agency. 


ACTION:  Direct  final  notice  of  deletion  of 
the  Central  Wood  Preserving  Company 
Superfund  Site  from  the  National 
Priorities  List. 

SUMMARY:  The  Environmental  Protection 
Agency  (EPA)  region  6  is  publishing  a 
direct  final  notice  of  deletion  of  the  , 
Central  Wood  Preserving  Company 
Superfund  Site  (Site),  located  in  East 
Feliciana  Parish,  Louisiana,  from  the 
National  Priorities  List  (NPL).  The  NPL, 
promulgated  pursuant  to  section  105  of 
the  Comprehensive  Environmental 
Response,  Compensation,  and  Liability 
Act  (CERCLA)  of  1980,  as  amended,  is  • 
an  appendix  of  the  National  Oil  and 
Hazardous  Substances  Pollution 
Contingency  Plan  (NCP).  This  direct 
final  deletion  is  being  published  by  EPA 
with  the  concurrence  of  the  State  of 
Louisiana;  through  the  Louisiana 
Department  of  Environmental  Quality 
because  EPA  has  determined  that  all 
appropriate  response  actions  under 
CERCLA  have  been  completed. 

However,  this  deletion  does  not 
preclude  future  actions  under 
Superfund. 

DATES:  This  direct  final  deletion  will  be 
effective  September  18,  2009  unless 
EPA  receives  adverse  comments  by 
August  19,  2009.  If  adverse  comments 
are  received,  EPA  will  publish  a  timely 
withdrawal  of  the  direct  final  deletion 
in  the  Federal  Register  informing  the 
public  that  the  deletion  will  not  take 
effect. 

ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  No.  EPA-HQ- 
SFUND-2009— 0466,  by  one  of  the 
following  methods: 

•  http://www.regulations.gov.  Follow 
on-line  instructions  for  submitting 
comments. 

•  E-mail:  stankosky.laura@epa.gov. 

•  Fax;  (214)  665-6660. 

•  Mail:  Laura  Stankosky,  Remedial 
Project  Manager  (RPM)  (6SF-RL),  U.S. 
Environmental  Protection  Agency, 
Region  6, 1445  Ross  Avenue,  Dallas, 
Texas  75202-2733,  telephone  (214) 
665-7525. 

•  Hand  delivery:  U.S.  Environmental 
Protection  Agency,  Region  6, 1445  Ross 
Avenue,  Dallas,  Texas  75202-2733. 
Such  deliveries  are  only  accepted 
during  the  Docket’s  normal  hours  of 
operation,  and  special  arrangements 
should  be  made  for  deliveries  of  boxed 
information. 

Instructions:  Direct  your  comments  to 
Docket  ID  No.  EPA-HQ-SFUND-2009- 
0466.  EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  public 
docket  without  change  and  may  be 
made  available  online  at  http:// 
www.regulations.gov,  including  any 


personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  http:// 
www.regulations.gov  or  e-mail.  The 
http://www.regulations.gov  Web  site  is 
an  “anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through  http:// 
www.regulations.gov,  your  e-mail 
address  will  be  automatically  captured 
and  included  as  part  of  the  comment 
that  is  placed  in  the  public  docket  and 
made  available  on  the  Internet.  If  you 
submit  an  electronic  comment,  EPA 
recommends  that  you  include  your 
name  and  other  contact  information  in 
the  body  of  your  comment  and  witb  any 
disk  or  CD-ROM  you  submit.  If  EPA 
cannot  read  your  comment  due  to 
technical  difficulties  and  carmot  contact 
you  for  clarification,  EPA  may  not  be 
able  to  consider  your  comment. 
Electronic  files  should  avoid  the  use  of 
special  characters,  any  form  of 
encryption,  and  be  free  of  any  defects  or 
viruses. 

Docket 

All  documents  in  the  docket  are  listed 
in  the  http://www.regulations.gov  index. 
Although  listed  in  the  index,  some 
information  is  not  publicly  available, 
e.g.,  CBI  or  other  information  whose 
disclosure  is  restricted  by  statue.  Certain 
other  material,  such  as  copyrighted 
material,  will  be  publicly  available  only 
in  the  hard  copy.  Publicly  available 
docket  materials  are  available  either 
electronically  in  http:// 
www.regulations.gov  or  in  hard  copy  at; 

U.S.  EPA,  Region  6,  by  appointment 
in  the  7th  Floor  Reception  Area,  1445 
Ross  Ave.  Dallas,  TX  75202-2722,  (214) 
665-7525,  Monday  through  Friday  9 
a’.m.  to  4  p.m;  Audubon  Regional 
Library  Clinton  Branch,  12220 
Woodville  Street,  Clinton,  LA  70722 
(225)  683-8753  Monday  through 
Thursday  9  a.m.  to  5  p.m,  Friday  9  a.m. 
to  3  p.m,  and  Saturday  9  a.m.  to  1  p.m; 
Louisiana  Department  of  Environmental 
Quality,  Galvez  Building,  602  North 
Fifth  Street,  Baton  Rouge,  LA  70802, 
(225)  219-5337  Monday  through  Friday 
8  a.m.  to  4:30  p.m. 

FOR  FURTHER  INFORMATION  CONTACT: 
Laura  Stankosky,  Remedial  Project 
Manager  (RPM)  (6SF-RL), 
{stankosky.laura@epa.gov)  U.S. 
Environmental  Protection  Agency, 
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Region  6,  1445  Ross  Avenue,  Dallas, 
Texas  75202-2733,  telephone  (214) 
665-7525  or  toll-free  (800)  533-3508. 

SUPPLEMENTARY  INFORMATION: 

Table  of  Contents: 

I.  Introduction 

II.  NPL  Deletion  Criteria 

III.  Deletion  Procedures 

IV.  Basis  for  Site  Deletion 

V.  Deletion  Action 

I.  Introduction 

EPA  Region  6  is  publishing  this  direct 
final  notice  of  deletion  of  the  Central 
Wood  Preserving  Company  Superfund 
Site  (Site)  from  the  National  Priorities 
List  (NPL).  The  NPL  constitutes 
Appendix  B  of  40  CFR  part  300,  which 
is  the  Oil  and  Hazardous  Substances 
Pollution  Contingency  Plan  (NCP), 
which  EPA  promulgated  pursuant  to 
section  105  of  the  Comprehensive 
Environmental  Response,  Compensation 
and  Liability  Act  (CERCLA)  of  1980,  as 
amended.  EPA  maintains  the  NPL  as  the 
list  of  sites  that  appear  to  present  a 
significant  risk  to  public  health,  welfare, 
or  the  environment.  Sites  on  the  NPL 
may  be  the  subject  of  remedial  actions 
financed  by  the  Hazardous  Substance 
Superfund  (Fund).  As  described  in 
300.425(e)(3)  of  the  NCP,  sites  deleted 
from  the  NPL  remain  eligible  for  Fund- 
financed  remedial  actions  if  future 
conditions  Wcurrant  such  actions. 

Because  EPA  considers  this  action  to 
be  noncontroversial  and  routine,  this 
action  will  be  effective  September  1 8, 
2009  unless  EPA  receives  adverse 
comments  by  August  19,  2009.  Along 
with  this  direct  final  Notice  of  Deletion, 
EPA  is  co-publishing  a  Notice  of  Intent 
to  Delete  in  the  “Proposed  Rules” 
section  of  the  Federal  Register.  If 
adverse  comments  are  received  within 
the  30-day  public  comment  period  on 
this  deletion  action,  EPA  will  publish  a 
timely  withdrawal  of  this  direct  final 
Notice  of  Deletion  before  the  effective 
date  of  the  deletion,  and  the  deletion 
will  not  take  effect.  EPA  will,  as 
appropriate,  prepare  a  response  to 
comments  and  continue  with  the 
deletion  process  on  the  basis  of  the 
notice  of  intent  to  delete  and  the 
comments  already  received.  There  will 
be  no  additional  opportunity  to 
comment. 

Section  II  of  this  document  explains 
the  criteria  for  deleting  sites  from  the 
NPL.  Section  III  discusses  procedures 
that  EPA  is  using  for  this  action.  Section 
rv  discusses  Central  Wood  Preserving 
Company  Superfund  Site  and 
demonstrates  how  it  meets  the  deletion 
criteria.  Section  V  discusses  EPA’s 
action  to  delete  the  Site  from  the  NPL 


unless  adverse  comments  are  received 
during  the  public  comment  period. 

II.  NPL  Deletion  Criteria 

The  NCP  establishes  the  criteria  that 
EPA  uses  to  delete  sites  from  the  NPL. 

In  accordance  with  40  CFR  300.425(e)-, 
sites  may  be  deleted  from  the  NPL 
where  no  further  response  is 
appropriate.  In  making  such  a 
determination  pursuant  to  40  CFR 
300.425(e),  EPA  will  consider,  in 
consultation  with  the  State,  whether  any 
of  the  following  criteria  have  been  met: 

i.  Responsible  parties  or  other  persons 
have  implemented  all  appropriate 
response  actions  required; 

ii.  All  appropriate  Fund-financed 
response  under  CERCLA  has  been 
implemented,  and  no  further  response 
action  by  responsible  parties  is 
appropriate;  or 

iii.  The  remedial  investigation  has 
shown  that  the  release  poses  no 
significant  threat  to  public  health  or  the 
environment  and,  therefore,  the  taking 
of  remedial  measures  is  not  appropriate. 
Pursuant  to  CERCLA  section  121  (c)  and 
the  NCP,.  EPA  conducts  five-year 
reviews  to  ensure  the  continued 
protectiveness  of  remedial  actions 
where  hazardous  substances,  pollutants, 
or  contaminants  remain  at  a  site  above 
levels  that  allow  for  unlimited  use  and 
unrestricted  exposure.  EPA  conducts 
such  five-year  reviews  even  if  a  site  is 
deleted  from  the  NPL.  EPA  may  initiate 
further  action  to  ensure  continued 
protectiveness  at  a  deleted  site  if  new 
information  becomes  available  that 
indicates  it  is  appropriate.  Whenever 
there  is  a  significant  release  from  a  site 
deleted  from  the  NPL,  the  deleted  site 
may  be  restored  to  the  NPL  without 
application  of  the  hazard  ranking 
system. 

III.  Deletion  Procedures 

The  following  procedures  apply  to 
deletion  of  the  Site: 

(1)  EPA  consulted  with  the  State  of 
Louisiana  prior  to  developing  this  direct 
final  notice  of  deletion  and  the  notice  of 
intent  to  delete  co-published  today  in 
the  “Proposed  Rules”  section  of  the 
Federal  Register. 

(2)  EPA  has  provided  the  state  30 
working  days  for  review  of  this  notice 
and  the  parallel  Notice  of  Intent  to 
Delete  prior  to  their  publication  today, 
and  the  state,  through  the  [Enter  state 
agency],  has  concurred  on  the  deletion 
of  the  Site  from  the  NPL. 

(3)  Concurrently  with  the  publication 
of  this  direct  final  notice  of  deletion,  a 
notice  of  the  availability  of  the  parallel 
notice  of  intent  to  delete  is  being 
published  in  a  major  local  newspaper, 
[Enter  major  local  newspaper  of  general 


circulation].  The  newspaper  notice 
announces  the  30-day  public  comment 
period  concerning  the  notice  of  intent  to 
delete  the  Site  from  the  NPL. 

(4)  The  EPA  placed  copies  of 
documents  supporting  the  proposed 
deletion  in  the  deletion  docket  and 
made  these  items  available  for  public 
inspection  and  copying  at  the  Site 
information  repositories  identified 
above. 

(5)  If  adverse  comments  are  received 
within  the  30-day  public  comment 
period  on  this  document,  EPA  will 
publish  a  timely  notice  of  withdrawal  of 
this  direct  final  notice  of  deletion  before 
its  effective  date  and  will  prepare  a 
response  to  comments  and  continue 
with  the  deletion  process  on  the  basis  of 
the  notice  of  intent  to  delete  and  the 
comments  already  received. 

Deletion  of  a  site  from  the  NPL  does  not 
itself  create,  alter,  or  revoke  any 
individual’s  rights  or  obligations. 
Deletion  of  a  site  from  the  NPL  does  not 
in  any  way  alter  EPA’s  right  to  take 
enforcement  actions,  as  appropriate. 

The  NPL  is  designed  primarily  for 
informational  purposes  and  to  assist 
EPA  management.  Section  300.425(e)(3) 
of  the  NCP  states  that  the  deletion  of  a 
site  from  the  NPL  does  not  preclude 
eligibility  for  future  response  actions, 
should  future  conditions  warrant  such 
actions. 

rv.  Basis  for  Site  Deletion 

The  following  information  provides 
EPA’s  rationale  for  deleting  the  Site 
from  the  NPL: 

Site  Location 

The  Central  Wood  Preserving 
Company  Superfund  Site,  EPA  ID 
LAD008187940,  is  located  in  an 
unincorporated  area  in  the  southern 
portion  of  East  Feliciana  Parish, 
Louisiana,  approximately  25  miles  north 
of  Baton  Rouge.  The  site  is  situated 
north  and  south  of  State  Highway  (SH) 
959,  about  one  mile  east  of  Highway  67. 
The  site  consists  of  two  distinct 
properties.  The  property  on  the  north 
side  of  SH  959  (“North  Property”)  was 
used  as  the  main  wood  treatment 
process  area,  and  the  property  on  the 
south  side  of  SH  959  (“South  Property”) 
was  operated  as  a  raw  lumber  saw  mill. 
The  combined  acreage  of  the  North 
Property  (10.03  acres)  and  South 
Property  (7.05  acres)  is  approximately 
17.08  acres.  A  creek  (historically  and 
herein  referred  to  as  “Unnamed  Creek”) 
is  located  along  the  east-southeast  side 
of  both  properties.  This  creek  is 
intermittent  near  the  site;  when  it  has 
water,  it  flows  south-southwest  to 
intersect  with  Little  Sandy  Creek 
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approximately  1.5  miles  south  of  SH 
959. 

Site  History 

The  facility  operated  from  the  1950s 
to  January  1, 1973,  as  Central  Creosoting 
Company,  Incorporated.  During  that 
time  creosote  was  used  exclusively  as 
the  wood  preservative. 

On  January  3, 1973,  the  facility  was 
sold  and  began  operating  under  the 
name  Central  Wood  Preserving 
Company,  Inc.,  and  the  use  of  creosote 
was  discontinued.  Wood  preserving 
from  that  time  onward  was 
accomplished  with  Wolmanac,  a 
solution  of  copper  oxide,  chromic  acid, 
and  arsenic  acid  {chromated  copper 
arsenate,  known  as  CCA).  Throughout 
the  facility’s  history,  treated  wood  was 
distributed  throughout  the  property  for 
drying.  The  source  of  contamination  is 
the  result  of  spillage  of  creosote  and 
Wolmanac  on  the  site  property  over  a 
period  of  40  years.  The  site  is  currently 
owned  by  the  East  Feliciana  Parish. 
While  the  parish  had  originally  planned 
to  redevelop  the  property  as  a  public 
park  with  recreational  facilities,  funding 
for  development  did  not  become 
available.  The  site  is  currently  being 
used  to  stage  hurricane  wood  and  brush 
debris  for  Hurricane  Katrina.  This 
material  is  removed  as  disposal  space  is 
located. 

In  November  1983,  the  Site  was 
confirmed  as  a  Resource,  Conservation, 
and  Recovery  Act  (RCRA)  small 
quantity  generator  of  hazardous  waste 
consisting  of  CCA.  Since  that  time, 
regulatory  activities  have  included 
involvement  by  the  Louisiana 
Department  of  Environmental  Quality 
(LDEQ)  and  EPA.  In  1992,  following  a 
request  by  LDEQ,  the  EPA  Technical 
Assistance  Team  (TAT)  conducted  a 
Preliminary  Site  Assessment.  This 
assessment  and  subsequent  more 
detailed  site  assessments  and 
inspections  conducted  through  1995 
indicated  elevated  levels  of  arsenic  and 
chromium  in  soil  and  sediment,  and 
asbestos  fibers  in  insulation  samples. 

An  EPA  Action  Memorandum  was 
issued  on  April  3,  1995.  This 
memorandum  provided  for  a  Time- 
Critical  Removal  Action  to  address 
source  control  at  the  site.  The  EPA  TAT 
initiated  the  Time-Critical  Removal 
Action  on  April  12, 1995.  During  the 
removal  action,  several  site  structures, 
tank  contents,  and  an  area  of 
contaminated  surface  soil  near  the  main 
facility  operations  area  (about  1,250 
cubic  yards  [CY])  were  removed  from 
the  site.  The  containment  basin  contents 
were  also  removed  and  the  basin 
sandblasted  and  backfilled  with  soil. 
From  July  to  December  1995,  the  EPA 


TAT  conducted  an  Expanded  Site 
Inspection  (ESI)  to  gather  data  for 
Hazard  Ranking  System  (HRS) 
documentation. 

In  May  1999,  the  site  was  added  to  the 
National  Priorities  List  (NPL)  (May  10, 
1999  (64  FR  24949)). 

Remedial  Investigation  and  Feasibility 
Study  (RI/FS) 

EPA  initiated  a  Remedial 
Investigation/Feasibility  Study  (RI/FS) 
in  1999.  The  RI  and  FS  were  completed 
in  September  and  November  2000, 
respectively.  Soil  samples  were 
collected  during  the  RI  and  during  site 
assessment/site  inspections  from  both 
the  North  and  the  South  Properties. 
Results  of  the  analyses  conducted 
during  the  course  of  the  various 
investigations,  including  the  RI, 
indicated  that  the  most  significant 
contamination  was  from  arsenic, 
chromium,  copper,  and  polynuclear 
aromatic  hydrocarbons  (PAHs)  in  soil 
and  sediment.  Analysis  of  the 
distribution  and  concentrations  of 
chromium  and  copper  indicated  that  the 
occurrence  of  these  compounds 
corresponded  well  with  the  occurrence 
of  arsenic.  The  highest  concentration  of 
PAH  contamination  was  observed  in  the 
vicinity  of  the  former  process  area  and 
drainage  way  leading  to  the  Unnamed 
Creek.  On  the  South  Property,  creosote 
was  limited  to  the  drainage  ^ong  the 
eastern  property  border.  In  the 
Unnamed  Creek,  both  sediment  and 
surface  water  were  sampled.  Arsenic 
contamination  was  found  in  sediment 
up  to  a  depth  of  1.5  feet  in  various 
discrete  hot  spots.  Some  creosote- 
related  constituents  were  also  detected. 

Groimd  water  evaluation  performed 
during  the  RI  indicated  the  shallow  10 
feet  bgs  ground  water  zone  is  not 
laterally  continuous  beyond  the  former 
process  area  and  drainage  way,  and  does 
not  demonstrate  significant  volumes  of 
water  (one  of  three  wells  installed  in 
this  zone  did  not  generate  enough  water 
to  sample).  No  site  contamination  was 
found  in  the  ground  water  encountered 
at  55  to  65  feet  bgs,  additionally  this 
ground  water  demonstrates  capacities 
that  are  borderline  at  best  for  meeting 
Louisiana  Department  of  Environmental 
Quality’s  (LDEQ’s)  2B  classification  for 
potentially  potable  ground  water,  and 
ground  water  is  not  used  from  within 
this  or  any  other  zone  in  the  vicinity  of 
the  site. 

A  baseline  risk  assessment,  including 
an  ecological  assessment,  was 
completed  in  September  2000,  which 
estimated  the  probability  and  magnitude 
of  potential  adverse  human  health  and 
environmental  effects  from  exposime  to 


contaminants  associated  with  the  site 
assuming  no  remedial  action  was  taken. 

As  outlined  in  the  ROD,  Risk 
Characterization  results  were  as  follows: 

For  the  North  Property,  Cancer  risk  for 
trespassers,  future  adult  residents  and 
future  construction  workers  were  above 
acceptable  levels  and  non-cancer  risks 
for  trespassers,  future  adult  and  child 
were  above  the  acceptable  levels 
‘  For  the  South  Property,  Cancer  risk 
for  future  adult  residents  and  future 
construction  workers  were  above 
acceptable  levels  and  non-cancer  risks 
for  future  construction  workers  and 
future  adult  and  child  were  above 
acceptable  levels 

For  sediment/soil  in  Segment  1  of  the 
Unnamed  Creek,  Both  the  cancer  risk 
and  non-cancer  risk  for  the  recreational 
youth  was  above  acceptable  levels.  The 
downstream  segments  of  the  uimamed 
creek  did  not  have  risk  above  acceptable 
levels 

Ecological  Risk  Assessment. 
Contaminants  of  Concern  (COCs)  were 
arsenic,  copper,  and  chromium.  The 
results  of  the  baseline  ecological  risk 
assessment  on  the  North  and  South 
properties  and  the  Unnamed  Creek 
indicated  that:  (1)  There  was  minimal 
risk  to  the  terrestrial  and  riparian 
wildlife  target  receptors,  and  (2)  there 
was  risk  to  the  benthic  receptors.  A  14- 
day  Hyallela  azteca  bioassay,  benthic 
surveys  and  sediment  chemistry, 
indicated  that  the  observed  mortality  in 
the  bioassays  is  not  attributable  to  site 
related  contamination,  and  the  low 
diversity  of  benthic  organisms  in  the 
Unnamed  Creek  may  be  a  result  of 
limited  physical  habitat.  Therefore,  the 
final  conclusion  by  the  Agency  is  that 
by  addressing  the  arsenic  levels  as  per 
the  human  health  risk  assessment,  the 
copper  will  be  also  addressed,  thereby 
addressing  the  ecological  risk. 

Selected  Remedy 

The  Record  of  Decision  (ROD),  signed 
April  5,  2001,  set  forth  the  selected 
remedy  for  the  site  soils  and  sediments 
as  removal  and  Low  Temperature 
Thermal  Desorption  (LTTD)  on-site, 
with  off-site  stabilization  and  disposal 
of  removed  soils,  institutional  controls 
and  ground  water  monitoring. 

The  ROD  also  established  Remedial 
Action  Objectives  (RAOs)  for  the  North 
and  South  Properties  and  the  Unnamed 
Creek.  The  RAOs  for  the  North  and 
South  Properties  are  to  prevent  human 
ingestion  of,  dermal  contact  with,  or 
inhalation  of  soil  and  sediments  and 
human  contact  with  structure/debris 
containing/contaminated  with  COCs  at 
concentrations  which  ;pose  an  excess 
lifetime  cancer  fisk  (ELCR)  greater  than 
1  X  10  nr  which  have  a  HI  of  greater 
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than  1  (based  on  a  residential  use 
scenario).  The  RAOs  for  the  Unnamed 
Creek  are  to  prevent  human  ingestion  of, 
dermal  contact  with,  or  inhalation  of 
sediment  contaminated  with  chemicals 
of  concern  at  concentration  levels  which 
pose  an  ELCR  greater  than  1  x  10~®,  or 
which  have  a  HI  of  1  or  greater  (based 
on  a  recreational  use  scenario).  In 
addition,  both  the  North  and  South 
properties  and  Unnamed  Creek  have 
RAOs  for  ground  water  to-  prevent 
human  ingestion  of  water  which 
contains  COCs  exceeding  non-zero 
maximum  contaminant  level  goals 
(MCLGs)  or  maximum  contaminant 
levels  (MCLs)  where  the  corresponding 
MCL  is  zero  in  ground  water  at  the  60 
foot  aquifer. 

Prior  to  remedy  implementation  the 
site  required  activities  including: 
Grubbing;  staging  for  contaminated 
soils;  asbestos  abatement;  building 
demolition  and  disposal  of  materials; 
and  removal  and  disposal  of  debris 
piles. 

The  four  major  components  of  the 
selected  remedy  for  soils/sediments 
included: 

•  Excavation  of  surface  cmd  near¬ 
surface  soil/sediment  that  exceeded 
remediation  goals 

•  Thermal  desorption  of  excavated 
soil/sediment  that  exceeds  Land 
Disposal  Restriction 

•  Disposal  of  excavated  soil/sediment 

•  Backfilling  and  revegetation 

In  addition  to  these  components  for 
soils  remediation,  the  site  would  also 
require: 

•  Inspection 

•  Ground  water  Monitoring 

•  Institutional  Controls/Deed 
Restrictions 

The  purpose  of  the  response  actions 
conducted  at  the  Site  was  to  protect 
public  health  and  welfare  and  the 
environment  from  releases  or  threatened 
releases  of  hazardous  substances  from 
the  site.  Potential  exposure  to  affected 
soil,  ground  water,  surface  water  and 
sediment  was  determined  to  be 
associated  with  humem  health  risks 
higher  than  the  acceptable  range.  The 
primary  threats  that  the  Site  posed  to 
public  health  and  safety  were  direct 
contact  with  on-site  waste  material  and/ 
or  the  transport  of  these  matericds  and/ 
or  potential  hazardous  constituents  and/ 
or  air  emissions  to  nearby  populated 
eireas  by  surface  runoff,  severe  flooding, 
or  disruption  of  waste  areas.  This  threat 
was  minimized  with  the  Time-Critical 
Removal  Action  which  only  addressed 
source  control  (i.e.,  removal  of  on-site 
tanks/ vessels  containing  hazardous 
substances  and  the  removal  of  the  soil 
surrounding  these  tanks).  Contaminated 
soil  and  sediment  outside  the  main 


process  area  were  not  addressed  during 
the  removal  action. 

Response  Actions 

A  Remedial  Design  (RD)  to  define  the 
implementation  of  the  remedy  for  the 
Site  was  completed  by  EPA  in  May 
2002.  The  RD  described  in  detail  the 
components  of  the  selected  remedy 
identified  in  the  ROD. 

EPA  began  the  Remedial  Action  (RA) 
in  November  2003  with  excavation  and 
LTTD  completion  in  September  2004. 
Soil  and  sediment  were  excavated  from 
arsenic-only  and  arsenic-PAH  areas  and 
stockpiled  separately.  Arsenic-only  soil/ 
sediment  was  excavated,  staged  in  300 
cubic  yard  stockpiles,  sampled  to  verify 
compliance  with  land-disposal 
regulations  (LDRs),  and  transported  off¬ 
site  for  disposal.  Arsenic-PAH 
contaminated  soil/ sediment  was 
excavated,  stockpiled  for  drying  and/or 
mixed  with  lime,  treated  in  LTTD  unit, 
staged  in  approximately  300  CY 
stockpiles,  sampled  for  PAHs  and 
Toxicity  Characteristic  Leaching 
Procedure  (TCLP)  arsenic  and 
chromium  to  verify  compliance  with 
applicable  LDRs,  and  transported  off¬ 
site  for  disposal.  Arsenic  concentrations 
from  post  excavation  sampling  ranged 
from  3.2  milligrams  per  kilogram  (mg/ 
kg)  to  6.3  mg/kg,  all  well  below  the 
remediation  goal  (RG)  of  20  mg/kg. 

Benzo(a)anthracene  was  selected  in 
the  Remedial  Investigation  (RI)  to 
illustrate  the  extent  of  PAH 
contamination  as  it  was  the  organic 
constituent  most  frequently  detected 
above  the  state  screening  criteria  in  use 
that  time.  Benzo(a)anthracene  sampling 
results  ranged  from  0.08  mg/kg  to  210 
mg/kg  with  an  average  of  29.0  mg/kg. 
While  the  comparison  showed 
exceedances  for  contaminants  of 
potential  concern  (as  identified  in  the 
RI)  at  eight  of  the  19  locations  sampled, 
these  exceedances  were  found  in  a 
limited  area  along  a  drainage  pathway 
on  the  north  property,  north  of  SH  959. 

A  subsequent  investigation  in 
response  to  Hurricanes  Katrina  and  Rita 
was  performed  by  EPA  in  October  2005, 
to  determine  if  the  impact  of  the 
hurricanes  affected  the  integrity  of  the 
remedy.  This  resulted  in  additional 
excavation  and  removal  of 
approximately  980  cubic  yards  of  soils 
that  was  performed  in  May  2006. 

As  part  of  the  selected  remedy 
identified  in  the  ROD,  Institutional 
Controls  were  implemented  in  areas 
where  contaminants  were  left  in  place 
in  the  subsurface  at  concentrations 
above  the  Remediation  Goals.  A 
Conveyance  Notification  was  filed  with 
the  Clerk  of  Court  on  September  30, 
2005,  in  accordance  with  CERCLA 


guidelines,  which  allows  for 
unrestricted  access  in  the  upper  three 
feet  of  soils,  but  provides  restrictions 
under  State  law  on  disturbing  or  moving 
deeper  soils  (greater  than  five  feet). 
Another  component  of  the  selected 
remedy  was  the  implementation  of  a 
ground  water  monitoring  system  to 
monitor  contaminant  levels  in  the 
ground  water.  This  component  of  the 
selected  remedy  has  ceased.  Ground 
water  was  to  be  monitored  to  ensure 
that  wastes  left  in  place  do  not  affect  the 
ground  water  because  soils  with  organic 
contamination  would  be  left  in  place  in 
the  subsurface  (greater  than  5  feet  below 
ground  surface  [bgs]).  The  ROD  required 
that  ground  water  samples  would  be 
collected  on  an  annual  basis,  but  the 
sampling  frequency  may  be  modified  if 
there  are  statistically  significant  changes 
in  ground  water  sample  concentrations. 

Nine  ground  water  monitoring  wells 
were  installed  during  the  RI.  The  only 
ground  water  encountered  during  the  RI 
was  that  observed  in  shallow  soil  under 
the  drainage  pathway  ( - 10  ft  bgs),  and 
that  observed  in  the  -  65  ft  bgs  aquifer. 
Three  wells  were  installed  at  10  ft  bgs 
along  the  drainage  pathway  to  check  for 
free-phase  creosote  migration;  these 
wells  accumulated  some  water  (only 
two  accumulated  enough  for  sampling). 
The  only  exceedances  of  chemicals  of 
potential  concern  were  found  in  the 
monitoring  wells  installed  in  the 
shallow  ground  water  10  feet  bgs 
oeneath  the  drainage  pathway  where 
most  of  the  surficial  creosote-related 
contamination  remained.  Non-aqueous 
phase  liquids  were  not  found  in  the 
onsite  wells  during  the  RI.  However, 
approximately  0.2  feet  of  a  dense 
nonaqueous  phase  liquid  (DNAPL)  was 
detected  in  shallow  site  monitoring 
well,  MW-S3E2,  and  a  trace  was 
detected  in  shallow  monitoring  well, 
MW-S2E2,  during  RD  data  collection 
activities  in  November  2001. 

Ground  water  evaluation  performed 
during  both  the  RI  and  RA  indicated  the 
shallow  10  feet  bgs  ground  water  zone 
is  not  laterally  continuous  beyond  the 
drainage  pathway,  and  does  not 
demonstrate  significant  volumes  of 
water  (one  of  three  wells  installed  in 
this  zone  did  not  generate  enough  water 
to  sample).  The  ground  water 
encountered  at  55  to  65  feet  bgs 
demonstrates  capacities  that  are 
borderline  at  best  for  meeting  LDEQ’s 
2B  classification  for  potentiedly  potable 
ground  water,  and  ground  water  is  not 
used  from  within  this  or  any  other  zone 
in  the  vicinity  of  the  site.  Monitoring 
well  abandonment  began  in  late 
February  2004  and  was  completed  in 
early  March  2004,  concurrent  with  the 
RA  Site  Preparation  stage  of  the  work. 
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The  deepest  site  excavations  for  LTTD 
treatment  took  place  in  the  area  v^rhere 
chemicals  of  potential  concern  were 
found  in  the  monitoring  wells  installed 
in  the  shallow  ground  water  10  feet  bgs 
beneath  the  drainage  pathway. 
Excavation  likely  removed  the  small 
amounts  of  DNAPL  found  during  RD 
data  collection.  Existing  monitoring 
well  MW-S2E5  was  left  in  place  as 
originally  planned,  but  the  number  of 
new  monitoring  wells  was  reduced  from 
eight  to  one  (MW-1  was  installed  in 
January  2005)  based  on  the  expectation 
that  two  monitoring  wells  would  be 
sufficient  for  evaluation  of  potential 
migration  to  ground  water  based  on  the 
limited  area  of  potential  ground  water 
contamination  observed  during  site 
cleanup.  A  total  of  8  (eight)  of  the 
monitoring  wells  installed  during  the  RI 
were  properly  plumed  and  abandoned. 

After  one  year  of^ound  water 
monitoring  showing  no  screening  level 
exceedances,  these  two  remaining 
monitoring  wells  were  removed  by  EPA 
(properly  plugged  and  abandoned)  at 
the  request  of  LDEQ.  EPA  believes  that 
limited  ground  water  contamination  is 
not  likely  to  exceed  screening  levels.  A 
Final  Close-Out  Report  for  the  site  was 
signed  June  29,  2006. 

Cleanup  Goals 

As  noted  in  the  ROD,  the  RGs  were 
calculated  for  surface  soil/sediment  on 
the  North  and  South  Properties  based  on 
1  X  10~®  carcinogenic  risk  using  adult 
and  child  resident  and  construction 
worker  exposure  scenarios.  To  be 
protective  of  both  residents  and 
construction  workers,  the  lowest  of  the 
risk  based  concentrations  was  selected 
as  the  RG.  The  resulting  arsenic  RG  for 
surface  soil/sediment  (0  to  3.0  feet  bgs) 
was  calculated  as  0.03  parts  per  million 
(ppm).  Since  this  concentration  was 
lower  than  the  background 
concentration,  and  could  not  be  met,  the 
arsenic  RG  was  set  at  the  background 
concentration  of  20  ppm.  This 
corresponds  to  a  residential  risk  level  of 
1  X  10'  The  RGs  calculated  for  the  3- 
5  feet  bgs  interval  for  the  North  Property 
were  based  on  1  x  10“^  carcinogenic 
risk  using  a  future  utility  worker 
scenario.  The  resulting  arsenic  RG  for 
surface  soil/sediment  as  calculated  as 
300  pprii.  As  noted  in  the  ROD,  the  1  x 
10  ~  5  carcinogenic  risk  was  chosen 
because:  (1)  The  area  that  requires 
action  is  a  hot  spot  (hot  spot  is  defined 
as  a  small  area),  and;  (2)  the  probability 
that  utility  lines  will  be  located  in  this 
exact  hot  spot  is  unlikely  since  the  hot 
spot  is  located  near  the  Unnamed  reek. 

The  RGs  calculated  for  the  Unnamed 
Creek  were  based  on  1  x  10~® 
carcinogenic  risk  using  a  recreational 


youth  and  adult  hunter  scenario.  As 
noted  in  the  ROD,  since  the  creek  is 
located  on  several  individual  residents’ 
property,  recreational  youth  and  adult 
hunter  access  to  the  creek  are  limited. 
Therefore,  1  X  10  ~  was  used.  The 
resulting  arsenic  RG  was  calculated  as 
160  ppm. 

Operation  and  Maintenance 

Because  ground  water  monitoring 
wells  are  no  longer  present  on-site, 
Operation  and  Maintenance  (O&M)  of  a 
ground  water  monitoring  network  is  no 
longer  required.  The  O&M  operations 
now  required  are  maintaining  the  site 
such  that  soils  greater  than  three  feet  bgs 
are  not  exposed.  The  parish  ensures  that 
site  fencing  is  maintained  while  the  site 
is  being  used  for  hurricane  debris 
staging. 

Five-  Year  Review 

The  First  Five-Year  Review  of  the  Site 
was  completed  in  April  21,  2009.  Based 
on  the  information  available  during  this 
first  Five-Year  Review,  the  selected 
remedy  is  performing  as  intended.  The 
selected  remedy  is  currently  protective 
of  humcm  health  and  the  environment  in 
the  short  term.  This  determination  is 
based  on  |he  results  from  treated  waste 
and  soil  sampling  and  shallow  ground 
water  sampling.  It  is  also  based  on  the 
fact  that  wastes  and  contaminated  soils 
have  been  removed  from  the  site  or 
treated  through  LTTD,  and  those  wastes 
remaining,  greater  than  five  feet  in 
depth,  have  been  addressed  with  the 
implementation  of  institutional 
controls.  For  the  remedy  to  remain 
protective  in  the  long-term  the  site 
should  not  be  used  for  staging  of 
household  waste/ debris  or  treated  wood 
timbers,  the  secmity  fencing  around  the 
site  should  be  maintained  to  prevent 
illegal  disposal,  the  conveyance  notice 
should  be  maintained,  and 
contamination  remaining  below  five  feet 
must  remain  unexposed.  The  site 
security  fencing  is  being  maintained  and 
the  parish  continues  work  to  address 
issues  of  limited  illegal  dumping  on  the 
site. 

Community  Involvement 

Public  participation  activities  have 
been  satisfied  as  required  in  CERCLA 
section  113(k),  42  U.S.C.  9613(k),  and 
CERCLA  section  117,  42  U.S.C.  9617. 
Documents  in  the  deletion  docket  which 
EPA  relied  on  for  recommendation  of 
the  deletion  from  the  NPL  are  available 
to  the  public  in  the  information 
repositories. 


Determination  That  the  Site  Meets  the 
Criteria  for  Deletion  in  the  NCP 

The  NCP  (40  CFR  300.425(e))  states 
that  a  site  may  be  deleted  from  the  NPL 
when  no  further  response  action  is 
appropriate.  EPA,  in  consultation  with 
the  State  of  Louisiana,  has  determined 
that  all  appropriate  Fund-financed 
response  under  CERCLA  has  been 
implemented,  and  no  further  response 
action  by  responsible  parties  is 
appropriate. 

V.  Deletion  Action 

The  EPA,  with  concurrence  of  the 
State  of  Louisiana,  through  the 
Louisiana  Department  of  Environmental 
Quality,  has  determined  that  all 
appropriate  responses  under  CERCLA, 
other  than  maintenance  of  institutional 
controls  and  five-year  reviews,  have 
been  completed.  Therefore,  EPA  is 
deleting  the  Site  from  the  NPL. 

Because  EPA  considers  this  action  to 
be  noncontroversial  and  routine,  EPA  is 
taking  it  without  prior  publication.  This 
action  will  be  effective  September  18, 
2009  unless  EPA  receives  adverse 
comments  by  August  19,  2009.  If 
adverse  comments  are  received  within 
the  30-day  public  comment  period,  EPA 
will  publish  a  timely  withdrawal  of  this 
direct  final  notice  of  deletion  before  the 
effective  date  of  the  deletion  and  it  will 
not  take  effect.  EPA  will  prepare  a 
response  to  comments  and  continue 
with  the  deletion  process  on  the  basis  of 
the  notice  of  intent  to  delete  and  the 
comments  already  received.  There  will 
be  no  additional  opportunity  to 
comment. 

List  of  Subjects  in  40  CFR  Part  300 

Environmental  protection.  Air 
pollution  control.  Chemicals,  Hazardous 
waste.  Hazardous  substances. 
Intergovernmental  relations,  Penalties, 
Reporting  and  recordkeeping 
requirements.  Superfund,  Water 
pollution  control,  Water  supply. 

Dated:  July  10,  2009. 

Lawrence  E.  Starfield, 

Acting  Regional  Administrator,  Region  6. 

m  For  the  reasons  set  out  in  this 
document,  40  CFR  part  300  is  amended 
as  follows: 

PART  300— [AMENDED] 

■  1.  The  authority  citation  for  part  300 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1321(c)(2):  42  U.S.C. 
9601-9657;  E.O.  12777,  56  FR  54757,  3  CFR, 
1991  Comp.,  p.351:  E.O.  12580,  52  FR  2923, 

3  CFR,  1987  Comp.,  p.l93. 
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Appendix  B  to  Part  300  [Amended] 

■  2.  Table  1  of  Appendix  B  to  Part  300 
is  cimended  under  Louisiana  by 
removing  “Central  Wood  Preserving 
Co”,  “Slaughter,  LA”. 

[FR  Doc.  E9-17169  Filed  7-17-09;  8:45  am] 
BILLING  CODE  6560-50-P 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Railroad  Administration 

49  CFR  Parts  209  and  21 1 

[Docket  No.  FRA-2009-0006;  Notice  No.  2] 

RIN2130-AC02 

Miscellaneous  Revisions  to  the 
Procedures  for  Handling  Petitions  for 
Emergency  Waiver  of  Safety 
Regulations  and  the  Procedures  for 
Disqualifying  Individuals  From 
Performing  Safety-Sensitive  Functions 

agency:  Federal  Railroad 
Administration  (FRA),  Department  of 
Transportation  (DOT). 

ACTION:  Direct  final  rule;  confirmation  of 
effective  date. 


summary:  On  May  19,  2009,  FRA 
published  a  direct  final  rule  in  the 
Federal  Register  which  made 
miscellaneous  revisions  to  the 
procedures  for  obtaining  waivers  from  a 
safety  rule,  regulation,  or  standard 
during  an  emergency  situation  or  an 
emergency  event,  and  the  procedures  for 
disqualifying  individuals  from 
performing  safety-sensitive  functions. 
FRA  did  not  receive  any  comments  or 
requests  for  an  oral  hearing  on  the  direct 
final  rule.  Therefore,  FRA  is  issuing  this 
document  to  confirm  that  the  direct 
final  rule  will  take  effect  on  July  20, 
2009,  the  date  specified  in  the  rule. 
DATES:  The  direct  final  rule  published  at 
74  ^R  23329,  May  19,  2009,  is 
confirmed  effective  on  July  20,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 
Grady  C.  Cothen,  Jr.,  Deputy  Associate 
Administrator  for  Safety  Standards  and 
Program  Development,  FRA,  1200  New 
Jersey  Ave.,  SE.,  RRS-2,  Mail  Stop  25, 
Washington,  DC  20590  (Telephone  202- 
493-6302),  or  Zeb  Schorr,  Trial 
Attorney,  Office  of  Chief  Counsel,  FRA, 
1200  New  Jersey  Ave.,  SE.,  Mail  Stop 
10,  Washington,  DC  20590  (Telephone 
202-493-6072). 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  FRA’s  direct  final  rulemaking 
procedures  set  forth  at  49  CFR  211.33, 
FRA  is  issuing  this  document  to  inform 
the  public  that  it  has  not  received  any 
comments  or  requests  for  an  oral 


hearing  on  the  direct  final  rule  that  was 
published  in  the  Federal  Register  on 
May  19,  2009  (74  FR  23329).  The  direct 
final  rule  made  miscellaneous  revisions 
to  the  procedures  for  obtaining  waivers 
from  a  safety  rule,  regulation,  or 
standard  during  an  emergency  situation 
or  an  emergency  event,  and  the 
procedures  for  disqualifying  individuals 
from  performing  safety-sensitive 
functions.  As  no  comments  or  requests 
for  an  oral  hearing  were  received  by 
FRA,  this  document  informs  the  public 
that  the  effective  date  of  the  direct  final 
rule  is  July  20,  2009,  the  date  specified 
in  the  rule. 

Privacy  Act  Information 

Interested  parties  should  be  aware 
that  anyone  is  able  to  search  the 
electronic  form  of  all  comments 
received  into  any  agency  docket  by  the 
name  of  the  individual  submitting  the 
comment  (or  signing  the  comment,  if 
submitted  on  behalf  of  an  association, 
business,  labor  union,  etc.).  You  may 
review  DOT’S  complete  Privacy  Act 
Statement  in  the  Federal  Register 
published  on  April  11,  2000  (Volume 
65,  Number  70;  Pages  19477-78)  or  you 
may  visit  http://www.regulations.gov. 

Issued  in  Washington,  DC,  on  July  15, 
2009. 

Karen  J.  Rae, 

Deputy  Administrator,  Federal  Railroad 
Administration. 

[FR  Doc.  E9-17187  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-06-P 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

49  CFR  Parts  571 

[Docket  No.  NHTSA-2009-0116] 

RIN  2127-AK35 

Federal  Motor  Vehicle  Safety 
Standards;  Door  Locks  and  Door 
Retention  Components 

AGENCY:  National  Highway  Traffic 
Safety  Administration  (NHTSA), 
Department  of  Transportation  (DOT). 
ACTION:  Final  rule,  response  to  petitions 
for  reconsideration. 

SUMMARY:  This  final  rule  delays  the 
compliance  date  of  the  sliding  door 
provisions  of  a  February  6,  2007  final 
rule,  from  September  1,  2009  to 
September  1,  2010.  The  February  6, 
2007,  final  rule  amended  the  Federal 
motor  vehicle  safety  standard  on  door 
locks  and  door  retention  contponents  to 
add  and  update  requirements  and  test 


procedures  and  to  harmonize  with  the 
world’s  first  global  technical  regulation 
for  motor  vehicles.  NHTSA  received 
four  petitions  for  reconsideration  of  that 
final  rule,  including  two  that  requested 
a  delay  in  the  effective  date  of  the 
sliding  door  provisions  of  the  rule,  and 
others  which  raised  concerns  about 
some  of  the  new  test  requirements  and 
procedures.  To  accommodate 
manufacturers’  design  and  production 
cycles  while  allowing  the  agency  more 
time  to  analyze  the  petitions  in  regards 
to  other  issues,  the  agency  is  delaying 
the  compliance  date  of  the  sliding  door 
provisions  of  S4.2.2  until  September  1, 
2010. 

DATES:  This  final  rule  is  effective 
September  1,  2009.  Any  petitions  for 
reconsideration  of  today’s  final  rule 
must  be  received  by  NHTSA  not  later 
than  September  3,  2009. 

ADDRESSES:  Any  petitions  for 
reconsideration  should  refer  to  the 
docket  number  of  this  document  and  be 
submitted  to:  Administrator,  National 
Highway  Traffic  Safety  Administration, 
1200  New  Jersey  Avenue,  SE.,  West 
Building,  Washington,  DC  20590.  Note 
that  all  documents  received  will  be 
posted  without  change  to  the  docket, 
including  any  personal  information 
provided.  Please  see  the  Privacy  Act 
discussion  under  the  Rulemaking 
Analyses  and  Notices  section  below’. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
non-legal  issues,  contact  Ms.  Shashi 
Kuppa,  Office  of  Crashworthiness 
Standards,  hy  telephone  at  (202)  366- 
4909,  or  by  fax  at  (202)  366-2990.  For 
legal  issues,  contact  Ms.  Sarah  Alves, 
Office  of  the  Chief  Counsel,  by 
telephone  at  (202)  366-2992,  or  by  fax 
at  (202)  366-3820. 

Both  persons  may  be  reached  by  mail 
at  the  following  address:  National 
Highway  Traffic  Safety  Administration, 
U.S.  Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE.,  Washington, 

DC  20590. 

SUPPLEMENTARY  INFORMATION: 

I.  Background 

On  November  18,  2004,  the  Executive 
Committee  of  the  United  Nations 
Economic  Commission  for  Europe 
(UNECE)  approved  the  world’s  first 
global  technical  regulation  (GTR)  for 
motor  vehicles,  a  GTR  on  door  locks  and 
door  retention  components  which 
addressed  inadvertent  door  openings  in 
crashes.!  with  the  establishment  of  a 


‘  World  Forum  for  Harmonization  of  Vehicle 
Regulations  (WP.29),  Global  Technical  Regulation 
No.  1  Door  Locks  and  Door  Retention  Components, 
U.N.  Doc.  ECE/TRANS/180/Add.l  (Nov.  18,  2004), 

Continued 
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GTR  and  having  voted  in  favor  of  it,  the 
U.S.,  as  a  contracting  party  to  the  1998 
Agreement, 2  initiated  rulemaking  to 
adopt  the  provisions  of  the  global 
standard.^  On  December  15,  2004, 
NHTSA  issued  a  notice  of  proposed 
rulemaking  (NPRM)  proposing  to  update 
Federal  Motor  Vehicle  Safety  Standard 
(FMVSS)  No.  206,  Door  locks  and  door 
retention  components,  and  provide 
consistency  with  the  GTR  (69  FR  75021; 
Docket  No.  NHTSA-2004-19840-1). 

The  NPRM  comment  period  closed  on 
February  14,  2005  and  11  commenters 
provided  responses. 

Following  the  NPRM,  on  February  6, 
2007,  NHTSA  published  a  final  rule 
amending  FMVSS  No.  206.^  Consistent 
with  the  GTR  and  the  NPRM,  the  final 
rule  added  test  requirements  and  test 
procedures  for  sliding  doors,  added 
secondary  latched  position 
requirements  for  doors  other  than 
hinged  side  doors  and  back  doors, 
provided  a  new  optional  test  procedure 
for  assessing  inertial  forces,  and 
extended  the  application  of  FMVSS  No. 
206  to  buses  with  a  gross  vehicle  weight 
rating  of  less  than  4,536  kilograms 
(10,000  poimds),  including  12-15 
passenger  vans.  The  fined  rule  also 
eliminated  an  exclusion  froiii  the 
requirements  of  the  standard  for  doors 
equipped  with  wheelchair  platform  lifts. 

After  considering  the  comments,  the 
agency  decided  on  an  effective  date  of 
September  1,  2009  for  the  amendments 
established  by  the  February  2007  final 
rule.  Optional  early  compliance  was 
permitted.  NHTSA  stated  in  the 
February  2007  final  rule  that  the  agency 
believed  this  effective  date  provided 
manufactiuers  adequate  time  to  meike 
the  necessary  design  changes.  NHTSA 
also  believed  that  the  majority  of 
vehicles  already  comply  with  the 
upgrades  of  the  rulemaking,  and  that 
those  not  currently  complying  should 
not  need  significant  changes  to  come 


available  at  http://www.unece.org/trans/main/ 
wp29/wp29wgs/wp29gen/wp29registTy/gtrl.html. 

^The  1998  UNECE  Agreement  Concerning  the 
Establishment  of  Global  and  Technical  Regulations 
for  Wheeled  Vehicles,  Equipment  and  Parts  Which 
Can  Be  Fitted  And/Or  Be  Used  On  WJieeled 
Vehicles  (1998  Agreement)  was  concluded  imder 
the  auspices  of  the  United  Nations  and  provides  for 
the  establishment  of  globally  harmonized  vehicle 
regulations.  This  1998  Agreement,  whose 
conclusion  was  spearheaded  by  the  United  States, 
entered  into  force  in  2000  and  is  administered  by 
the  UNECE’s  World  Forum  for  the  Harmonization 
of  Vehicle  Regulations  (WP.29).  See  http:// 

WWW. unece.org/trans/main/wp29/wp29wgs/ 
wp29gen/wp29gIob.htmI. 

3  while  the  1998  Agreement  obligates  such 
Contracting  Parties  to  begin  their  processes,  it 
leaves  the  ultimate  decision  of  whether  to  adopt  the 
GTR  into  their  domestic  law  to  the  parties 
themselves. 

«  Docket  No.  NHTSA-2006-23882;  72  FR  5385 
(Feb.  6.  2007). 


into  compliance.  In  addition,  the  agency 
stated  that  we  did  not  believe  it  was 
necessary  or  appropriate  to  tie  the 
effective  date  for  the  February  2007  final 
rule  with  that  of  a  then-pending  upgrade 
of  FMVSS  No.  214,  Side  impact 
protection,  since  that  would  result  in 
unnecessary  delay  in  obtaining  the 
benefits  from,  the  February  2007  final 
rule. 

II.  Overview  of  Petitions  for 
Reconsideration  and  Agency  Response 

In  response  to  the  February  2007  final 
rule,  NHTSA  received  petitions  for 
reconsideration  from:  the  Alliance  of 
Automobile  Manufacturers  (Alliance), 
the  Ford  Motor  Company  (Ford), 
Advocates  for  Highway  Safety,  and 
Thomas  Built  Buses,  Inc.  The  petitions 
addressed  a  wide  range  of  FMVSS  No. 
206  issues,  including  technical  issues 
and  requests  to  change  the  effective  date 
of  the  final  rule.  The  Alliance  petitioned 
to  make  changes  to  the  requirements 
emd  test  procedures  for  sliding  doors 
and  either  to  phase  in  the  entire  final 
rule  with  full  implementation  in  2012  or 
to  delay  the  effective  date  of  just  the 
sliding  door  test  requirements  until 
2012.  Ford  petitioned  to  extend  the 
effective  date  of  the  entire  final  rule  or 
at  a  minimum  change  the  date  as  it 
pertained  to  sliding  doors. 

The  petitions  for  reconsideration  have 
asked  the  agency  to  reconsider  many 
technical  aspects  of  that  rulemaking 
relating  to  specifics  of  test  procedures, 
which  were  for  the  most  part  not 
significant  issues.  However,  NHTSA’s 
response  to  the  petitions  is  not  yet 
complete,  and  given  the  approach  of  the 
September  1,  2009  effective  date,  the 
agency  wishes  to  respond  to  the  issues 
of  the  petitions  in  parts,  with  a  response 
today  to  the  effective  date  issue.  Today’s 
final  rule  delays  the  compliance  date  of 
the  sliding  door  provisions  of  S4.2.2  of 
the  February  2007  final  rule  until 
September  1,  2010,  while  retaining  the 
original  effective  date  of  September  1, 
2009  for  all  other  provisions  of  the  final 
rule.  Other  issues  raised  in  the  petitions 
for  reconsideration  will  be  addressed  by 
the  agency  in  a  subsequent  document. 

in.  Discussion 

In  the  February  2007  final  rule,  after 
considering  the  comments  and  other 
information,  the  agency  decided  on  an 
effective  date  of  September  1,  2009  for 
the  new  FMVSS  No.  206  requirements. 
NHTSA  believed  this  effective  date 
provided  manufacturers  adequate  time 
to  make  the  necessary  design  changes. 
Both  the  Alliance  and  Ford  petitioned 
NHTSA  to  extend  the  effective  date  of 
the  February  2007  final  rule  until  2012. 


Several  reasons  were  suggested  by  the 
petitioners. 

The  first  related  to  the  technical  basis 
for  the  agency’s  decision.  In  the  final 
rule,  the  agency  determined  that  the 
effective  date  of  September  1,  2009  was 
reasonable  based  on  tests  conducted  by 
NHTSA’s  Vehicle  Research  &  Test 
Center  (VRTC)  and  by  Transport  Canada 
indicating  that  the  vehicles  tested 
would  meet  the  requirements  under 
consideration.  In  its  petition  for 
reconsideration.  Ford  stated  that  the 
sample  evaluation  of  vehicles  tested  by 
VRTC  was  not  all  inclusive  and  did  not 
reflect  the  complete  status  of  today’s 
fleet.  In  its  March  23,  2007  petition  for 
reconsideration,  and  in  an  April  4,  2007 
meeting  with  NHTSA  to  discuss  its 
petition  for  reconsideration,®  Ford 
expressed  concern  with  its  inability  to 
meet  the  new  requirements  for  sliding 
doors  for  large  vans  by  the  effective  date 
specified  in  the  February  2007  final  rule 
(September  1,  2009).®  Ford  presented 
test  data  demonstrating  its  position  that 
not  all  large  vems  are  equipped  with  two 
latch  systems  on  their  sliding  doors  and 
that  these  vans  do  not  comply  with  the 
sliding  door  test  requirements.  Based  on 
the  test  data.  Ford  contends  that 
significant  redesign  efforts  will  be 
needed  to  comply  with  the  new  sliding 
door  specifications  in  the  February  2007 
final  rule.  In  addition,  in  its  petition  for 
reconsideration  the  Alliance  stated  that 
its  member  companies  have  not  yet 
tested  or  certified  their  sliding  door- 
equipped  vehicles  to  the  new  test 
procedure  and  needed  more  time  to 
evaluate  their  vehicles. 

Second,  both  the  Alliance  and  Ford 
believed  that  NHTSA  should  align  the 
February  2007  final  rule  effective  date 
with  that  of  the  new  pole  test  for 
FMVSS  No.  214,  Side  Impact 
Protection,'^  because  the  same  area  of  the 
vehicle  must  be  modified  to  meet  the 
requirements  for  both  FMVSS  Nos.  206 
and  214.  This  is  a  view  that  the  Alliance 
had  expressed  in  its  comment  to  the 
NPRM,  to  which  the  agency  had 
responded  in  the  final  rule.  In  its 
petition  for  reconsideration,  the 


5  See  Docket  No.  NHTSA-2006-23882-0011  (Apr. 
22.  2007). 

®In  its  petitions  for  reconsideration,  Ford 
requested  confidential  treatment  for  certain  pages 
lal^led  “Confidential”  Or  “Entire  Page 
Confidential.”  The  agency  granted  confidentiality  to 
these  pages  through  a  letter  dated  April  4,  2007 
from  die  Office  of  Chief  Counsel. 

’’  NHTSA  amended  FMVSS  No.  214  by 
incorporating  a  dynamic  pole  test  into  the  standard 
(among  other  updates),  which  will  require  vehicle 
manufacturers  to  assure  head  and  improved  chest 
protection  in  side  crashes,  by  installing  new 
technologies  such  as  side  curtain  air  bags  and  torso 
side  air  bags.  See  72  FR  51908  (Sept.  11,  2007); 
response  to  petitions  for  reconsideration,  73  FR 
32473  (June  9,  2008). 
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Alliance  stated  that  all  current  vehicles 
with  a  sliding  door  having  a  single 
latching  system  design  will  require 
major  structural  modifications  to  the  B- 
pillar(s)  and  door(s)  to  accommodate  a 
two-latch  design.  The  petitioner 
believed  that,  since  both  standard 
upgrades  require  major  structural 
modifications  on  the  same  areas  of  the 
vehicle,  it  would  be  most  efficient  to 
coordinate  these  changes  to  meet  both 
requirements  simultaneously.® 

Third,  the  petitioners  believed  that 
the  effective  date  as  is  pertains  to 
sliding  doors  should  be  postponed  until 


2012,  to  coincide  with  the 
implementation  of  the  door  locks  and 
door  retention  components  GTR  in 
Europe.  Ford  believed  that  the  February 
2007  final  rule  is  primarily  intended  to 
harmonize  requirements  internationally 
and  does  not  add  to  real  world  safety 
benefits,  so  therefore  an  implementation 
date  consistent  with  GTR 
implementation  timing  in  Europe  is 
reasonable  and  warranted. 

Agency  Response 

The  petitioners  are  correct  that  the 
agency’s  determination  of  an  effective 


date  of  September  1,  2009  was  based  on 
tests  of  only  smaller  vans.  Table  1 
below,  “Transport  Canada  and  VRTC 
Sliding  Door  Evaluation  Test  Results,” 
provides  a  summary  of  Transport 
Canada’s  and  VRTC’s  tests  used  to 
develop  the  February  2007  final  rule. 
The  table  identifies  the  makes  and 
models  of  the  vehicles  tested,  the 
number  of  sliding  door  latches,  and 
whether  the  vehicle  passed  the  required 
load  and  allowable  door  separation  . 
requirements. 


Table  1— Transport  Canada  and  VRTC  Sliding  Door  Evaluation  Test  Results 


Model  year 

- - 

Make 

■ 

Model 

Number  of 
latches 

Pass/fail 
load  and  4" 
gap  proposal 

Transport  Canada  Test  Results 

1995  . 

Dodge  . . . 

Caravan  . 

Fail. 

1998  . : . 

Dodge  . 

Caravan  . 

1 

Fail. 

2000  . 

Mazda . 

MPV . 

1 

Fail. 

1999  . 

Honda  . 

Odyssey . . . 

1 

Fail. 

1997  . ; . 

Chevy  . . . 

Venture . 

2 

Pass. 

2000  . 

Pontiac . 

Transport  . 

2 

Pass. 

1998  . 

Ford  . 

Windstar  . 

2 

Pass. 

1999  . 

Ford  . 

Windstar  . 

2 

Pass. 

VRTC  Test  Results 

1993  . 

Dodge  . 

Caravan  . 

1 

Fail. 

2001  . . . 

Dodge  . 

Caravan  . 

1 

Fail. 

1992  . 

Chevy  . 

Lumina . 

1 

Fail. 

2002  . 

Odyssey . : . 

1 

Fail. 

Windstar  . 

2 

Pass. 

Table  1  shows  that  evaluation  testing 
was  only  conducted  on  mini-vans.  Table 
1  also  indicates  that  all  the  vehicles  that 
passed  the  100  millimeter  (mm)  limit  of 
door  separation  specified  in  the  sliding 
door  test  requirement  were  equipped 
with  two  latch  systems  while  all  those 
that  failed  were  equipped  with  one  latch 
system.®  As  shown  in  Table  1,  large 
vans  were  excluded  ffom  evaluation 
testing.  The  agency  did  not  test  large 
vans  sliding  doors  because  it  believed  at 
the  time  that  these  doors  were  equipped 
with  two  latching  systems. 

The  agency  has  reconsidered  the 
Transport  Canada  and  VRTC  test  data  in 
light  of  the  information  from  Ford.  We 
continue  to  believe  that  the  majority  of 
the  current  fleet  already  complies  with 
the  sliding  door  test.  Most  sliding  doors 
in  the  fleet  have  two  latching  systems, 
with  a  latching  system  on  the  front  and 
the  rear  edges  of  the  door,  and  are 


®  The  Alliance’s  revised  petition  for 
reconsideration  (based  on  its  projections  about  the 
then-pending  FMVSS  No.  214  final  rule)  requested 
a  change  in  the  effective  date  schedule  as  follows: 
September  1.  2011 — 20%;  September  1,  2012 — 
50%;  September  1,  2013 — 100%.  NHTSA  published 


capable  of  meeting  the  sliding  door 
requirements  in  the  final  rule  without 
design  modifications.  However,  we 
recognize  that  vehicles  with  one 
latching  system  are  generally  unable  to 
meet  the  force  load  requirement  or  the 
allowable  door  separation  limitation 
and  that  information  from  Ford 
indicates  that  many  large  van  sliding 
doors  currently  have  only  one  latch. 
Thus,  many  large  vehicles  will  need  to 
have  an  additional  latch  installed  on  the 
sliding  doors.  While  this  design  change 
to  vehicles  with  one  latching  system  is 
not  significant,  an  additional  year  to 
meet  S4.2.2  of  the  2007  final  rule  will 
better  enable  manufacturers  to  assess 
their  vehicles  and  accommodate  needed 
changes  within  design  and  production 
cycles.  Accordingly,  we  are  delaying  the 
compliance  date  of  the  sliding  door 
provisions  of  S4.2.2  of  the  February 
2007  final  rule  until  September  1,  2010, 


the  FMVSS  No.  214  final  rule  and  response  to 
petitions  for  reconsideration  after  submission  of  the 
petition.  Under  these  final  rules,  the  phase  in .  • 
schedule  for  FMVSS  No.  214  begins  September  1, 
2010  and  ends  for  vehicles  made  in  one  stage 
September  1,  2015.  73  FR  32473,  supra. 


to  provide  manufacturers  another  year 
of  lead  time. 

However,  we  are  retaining  the  original 
effective  date  of  September  1,  2009  for 
all  other  provisions  of  the  final  rule.  We 
do  not  agree  that  significant  design 
changes  will  be  needed  to  comply  with 
the  requirements  of  FMVSS  No.  206. 
Ford  stated  that  vehicles  not  meeting 
the  upgraded  standard  experienced 
deformation  and  damage  to  the  sheet 
metal  of  the  B  and  C-Pillar,  the  door 
sliding  track,  and  the  latch.  We  also 
observed  similar  sheet  metal  and  track 
damage  as  that  reported  by  Ford  in  the 
minivans  with  a  single  latching  system 
that  failed  the  sliding  door  test 
requirements.  However,  vehicles  with 
sliding  doors  equipped  with  two  latch 
systems  were  able  to  meet  the  sliding 
door  test  requirements  in  the  standard 
without  extensive  damage  to  the  sheet 
metal,  door  track  or  latch.  Thus,  NHTSA 


■'The  table  indicates  that  generally,  all  earlv 
model  minivans  are  equipped  with  one  sliding  door 
latching  systems  while  newer  minivans  have  two 
latching  systems. 
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believes  that  it  is  likely  that  if  Ford’s 
large  van  sliding  door  were  equipped 
with  two  latch  systems,  the  vehicle 
would  pass  the  requirements  without  a 
significant  redesign  of  the  surrounding 
structure. 

We  reiterate  our  conclusion  in  the 
February  2007  final  rule  that  aligning 
the  effective  date  of  the  FMVSS  No.  206 
final  rule  with  that  of  the  FMVSS  No. 

214  upgrade  is  unwarranted.  The  door 
lock  and  door  retention  components 
requirements  do  not  affect  the  same 
vehicle  structural  components  that  may 
require  modification  to  meet  the  FMVSS 
No.  214  upgrade  requirements.  The  tests 
for  the  two  rulemakings  are  very 
different,  and  the  test  for  this  rule  is  not 
a  dynamic  crash  test.  Since  vehicles 
with  two  latch  systems  were  able  to 
meet  the  standard’s  requirements 
without  extensive  damage  to  the  sheet 
metal,  door  track,  or  other  components, 
we  believe  that  the  sheet  metal  damage 
cited  by  Ford  is  not  determinative  for 
complying  with  the  FMVSS  No.  206 
requirements.  As  such,  we  do  not 
believe  it  would  be  appropriate  to  tie 
the  effective  date  for  this  rule  with  that 
of  the  side  impact  upgrade,  since  that 
would  result  in  unnecessary  delay  in 
obtaining  the  benefits  from  this  rule. 

As  for  the  arguments  to  align  the 
effective  date  to  the  implementation  of 
the  GTR  in  Europe,  NHTSA  is  not 
obligated  by  the  1998  Agreement  to 
harmonize  effective  dates  of  GTRs  with 
other  countries.  The  GTR  process  allows 
each  country  to  develop  its  own 
implementation  schedule  of  the  rule. 
Therefore,  we  reject  Ford’s  assertion 
that  “an  effective  date  consistent  with 
GTR  implementation  timing  in  Europe 
is  reasonable  emd  warranted.”  Extending 
the  compliance  date  of  the  sliding  door 
provisions  until  September  1,  2010 
gives  sufficient  time  for  necessary 
modifications  to  comply  with  the  new 
test  requirements  while  ensuring  that 
the  benefits  from  the  rule  will  be 
achieved  in  the  U.S.  as  quickly  as 
possible.  Therefore,  we  are  retaining  the 
final  rule  effective  date  of  September  1, 
2009,  with  the  exception  of  extending 
the  effective  date  of  the  sliding  door 
provisions  of  S4. 2. 2  to  September  1, 
2010  to  accommodate  manufacturers’ 
design  and  production  cycles. 

rv.  Effective  Date  of  This  Document 
Because  September  1,  2009  (the 
original  effective  date  for  the  February 
2007  final  rule)  is  fast  approaching, 
NHTSA  finds  for  good  cause  that  this 
action  delaying  the  compliance  date 
should  take  effect  immediately.  Today’s 
final  rule  makes  no  substantive  changes 


’0  72  FR  at  5396. 

1 


to  FMVSS  No.  206,  but  delays  the 
compliance  date  of  the  sliding  door 
provisions  of  S4.2.2  of  the  February  6, 
2007  final  rule  until  September  1,  2010 
while  the  agency  responds  to  the 
petitions  for  reconsideration  of  the  rule. 

V.  Rulemaking  Analyses  and  Notices 

Executive  Order  12866  and  DOT 
Regulatory  Policies  and  Procedures 

This  rulemaking  document  was  not 
reviewed  by  the  Office  of  Management 
and  Budget  under  E.O.  12866.  It  is  not 
considered  to  be  significant  under  E.O. 
12866  or  the  Department’s  Regulatory 
Policies  and  Procedures  (44  FR  11034; 
February  26,  1979).  Although  the 
February  6,  2007  final  rule  was 
significant  due  to  public  interest  in  the 
issues,  this  postponement  of  the 
compliance  date  of  the  sliding  door 
provisions  of  S4.2.2  of  the  February  6, 
2007  final  rule  until  September  1,  2010 
is  not  significant.  This  final  rule  does 
not  impose  any  requirements  on  any 
manufacturer.  The  minimal  impacts  of 
today’s  amendment  do  not  warrant 
preparation  of  a  regulatory  evaluation. 

Executive  Order  13132  (Federalism) 

NHTSA  has  examined  today’s  final 
rule  pursuant  to  Executive  Order  13132 
(64  FR  43255,  August  10, 1999)  and 
concluded  that  no  additional 
consultation  with  States,  local 
governments  or  their  representatives  is 
mandated  beyond  the  rulemaking 
process.  The  agency  has  concluded  that 
the  rule  does  not  have  federadism 
implications  because  the  rule  does  not 
have  “substantial  direct  effects  on  the 
States,  on  the  relationship  between  the 
national  government  and  the  States,  or 
on  the  distribution  of  power  and 
responsibilities  among  the  various 
levels  of  government.” 

Further,  no  consultation  is  needed  to 
discuss  the  preemptive  effect  of  today’s 
rule.  NHTSA  rules  can  have  preemptive 
effect  in  at  least  two  ways.  First,  the 
National  Traffic  and  Motor  Vehicle 
Safety  Act  contains  an  express 
preemptive  provision:  “When  a  motor 
vehicle  safety  standard  is  in  effect  under 
this  chapter,  a  State  or  a  political 
subdivision  of  a  State  may  prescribe  or 
continue  in  effect  a  standard  applicable 
to  the  same  aspect  of  performemce  of  a 
motor  vehicle  or  motor  vehicle 
equipment  only  if  the  standard  is 
identical  to  the  standard  prescribed 
under  this  chapter.”  49  U:S.C. 
30103(b)(1).  It  is  this  statutory  command 
that  preempts  State  law,  not  today’s 
rulemaking,  so  consultation  would  be 
unnecessary. 

Second,  the  Supreme  Court  has 
recognized  the  possibility  of  implied 


preemption.  State  requirements 
imposed  on  motor  vehicle 
manufacturers,  including  sanctions 
imposed  by  State  tort  law,  can  stand  as 
an  obstacle  to  the  accomplishment  and 
execution  of  a  NHTSA  safety  standard. 
When  such  a  conflict  is  discerned,  the 
Supremacy  Clause  of  the  Constitution 
makes  the  State  requirements 
unenforceable.  See  Geier  v.  American 
Honda  Motor  Co..  529  U.S.  861  (2000). 
NHTSA  has  considered  today’s  final 
rule  and  does  not  currently  foresee  any 
potential  State  requirements  that  might 
conflict  with  it.  Without  any  conflict, 
there  could  not  be  any  implied 
preemption. 

Executive  Order  13045 

Executive  Order  13045  (62  FR  19885, 
April  23, 1997)  applies  to  any 
rulemaking  that:  (1)  Is  determined  to  be 
“economically  significant”  as  defined 
under  E.O.  12866,  and  (2)  concerns  an 
environmental,  health  or  safety  risk  that 
NHTSA  has  reason  to  believe  may  have 
a  disproportionate  effect  on  children.  If 
the  regulatory  action  meets  both  criteria, 
we  must  evaluate  the  environmental 
health  or  safety  effects  of  the  planned 
rule  on  children,  and  explain  why  the 
planned  regulation  is  preferable  to  other 
potentially  effective  and  reasonably 
feasible  alternatives  considered  by  us. 

This  rulemaking  is  not  subject  to  the 
Executive  Order  because  it  is  not 
economically  significant  as  defined  in 
E.O.  12866. 

Executive  Order  12988  (Civil  Justice 
Reform) 

With  respect  to  the  review  of  the 
promulgation  of  a  new  regulation, 
section  3(b)  of  Executive  Order  12988, 
“Civil  Justice  Reform”  (61  FR  4729, 
February  7, 1996)  requires  that 
Executive  agencies  make  every 
reasonable  effort  to  ensure  that  the 
regulation:  (1)  Clearly  specifies  the 
preemptive  effect;  (2)  clearly  specifies 
the  effect  on  existing  Federal  law  or 
regulation;  (3)  provides  a  clear  legal 
standard  for  affected  conduct,  while 
promoting  simplification  and  burden 
reduction;  (4)  clearly  specifies  the 
retroactive  effect,  if  any;  (5)  adequately 
defines  key  terms;  and  (6)  addresses 
other  important  issues  affecting  clarity 
and  general  draftsmanship  under  any 
guidelines  issued  by  the  A^iorney 
General.  This  document  is  consistent 
with  that  requirement. 

Pursuant  to  this  Order,  NHTSA  notes 
as  follows.  The  preemptive  effect  of  this 
rule  is  discussed  above.  NHTSA  notes 
further  that  there  is  no  requirement  that 
individuals  submit  a  petition  for 
reconsideration  or  pursue  other 
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administrative  proceeding  before  they 
may  file  suit  in  court. 

Regulatory  Flexibility  Act 

Pursuant  to  the  Regulatory  Flexibility 
Act  (5  U.S.C.  601  et  seq.,  as  amended  by 
the  Small  Business  Regulatory 
Enforcement  Fairness  Act  (SBREFA)  of 
1996)  whenever  an  agency  is  required  to 
publish  a  notice  of  rulemaking  for  any 
proposed  or  final  rule,  it  must  prepare 
and  make  available  for  public  comment 
a  regulatory  flexibility  analysis  that 
describes  the  effect  of  the  rule  on  small 
entities  (i.e.,  small  businesses,  small 
organizations,  and  small  governmental 
jurisdictions).  However,  no  regulatory 
flexibility  analysis  is  required  if  the 
head  of  an  agency  certifies  the  rule 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  SBREFA  amended  the 
Regulatory  Flexibility  Act  to  require 
Federal  agencies  to  provide  a  statement 
of  the  factual  basis  for  certifying  that  a 
rule  would  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities. 

I  certify  that  this  final  rule  does  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 
This  rule  affects  motor  vehicle 
manufacturers,  multistage 
manufacturers  and  alterers,  but  the 
entities  that  qualify  as  small  businesses 
will  not  be  significantly  affected  by  this 
rulemaking.  This  final  rule  does  not 
establish  new  requirements,  but  instead 
only  adjusts  an  effective  date  of  one  of 
the  provisions  of  the  February  2007 
final  rule. 

National  Environmental  Policy  Act 

We  have  analyzed  this  final  rule  for 
the  purposes  of  the  National 
Environmental  Policy  Act  and 
determined  that  it  does  not  have  any 
significant  impact  on  the  quality  of  the 
human  environment. 

Paperwork  Reduction  Act 

Under  the  Paperwork  Reduction  Act 
of  1995,  a  person  is  not  required  to 
respond  to  a  collection  of  information 
by  a  Federal  agency  unless  the 
collection  displays  a  valid  OMB  control 
number.  The  final  rule  does  not  contain 
any  new  information  collection 
requirements. 

National  Technology  Transfer  and 
Advancement  Act 

Section  12(d)  of  the  National 
Technology  Transfer  and  Advancement 
Act  of  1995  (NTTAA),  Public  Law  104- 
113,  section  12(d)  (15  U.S.C.  272) 
directs  us  to  use  voluntary  consensus 
standards  in  its  regulatory  activities 
unless  doing  so  would  be  inconsistent 


with  applicable  law  or  otherwise 
impractical.  Voluntary  consensus 
standards  are  technical  standards  (e.g., 
materials  specifications,  test  methods, 
sampling  procedures,  and  business 
practices)  that  are  developed  or  adopted 
by  voluntary  consensus  standards 
bodies,  such  as  the  Society  of 
Automotive  Engineers  (SAE).  The 
NTTAA  directs  us  to  provide  Congress, 
through  OMB,  explanations  when  we 
decide  not  to  use  available  and 
applicable  voluntary  consensus 
standards. 

No  voluntciry  consensus  standards 
were  used  in  developing  today’s  final 
rule  because  this  final  rule  only  adjusts 
an  effective  date  of  one  of  the  provisions 
of  the  standard.  There  are  no  voluntary 
standards  that  address  the  subject  of  this 
rulemaking. 

Unfunded  Mandates  Reform  Act 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  (UMRA) 
requires  Federal  agencies  to  prepare  a 
written  assessment  of  the  costs,  benefits 
and  other  effects  of  proposed  or  final 
rules  that  include  a  Federal  mandate 
likely  to  result  in  the  expenditure  by 
State,  local  or  tribal  governments,  in  the 
aggregate,  or  by  the  private  sector,  of 
more  than  $100  million  in  any  one  year 
(adjusted  for  inflation  with  base  year  of 
1995).  Before  promulgating  a  NHTSA 
rule  for  which  a  written  statement  is 
needed,  section  205  of  the  UMRA 
generally  requires  us  to  identify  and 
consider  a  reasonable  number  of 
regulatory  alternatives  and  adopt  the 
least  costly,  most  cost-effective  or  least 
burdensome  alternative  that  achieves 
the  objectives  of  the  rule.  The 
provisions  of  section  205  do  not  apply 
when  they  are  inconsistent  with 
applicable  law.  Moreover,  section  205 
allows  us  to  adopt  an  alternative  other 
than  the  least  costly,  most  cost-effective 
or  least  burdensome  alternative  if  we 
publish  with  the  final  rule  an 
explanation  why  that  alternative  was 
not  adopted. 

The  final  rule  will  not  impose  any 
unfunded  mandates  under  the 
Unfunded  Mandates  Reform  Act  of 
1995.  This  rulemaking  does  not  meet 
the  definition  of  a  Federal  mandate 
because  it  would  not  result  in  costs  of 
$100  million  (adjusted  annually  for 
inflation  with  a  base  year  of  1995  or  116 
million  in  2003  dollars)  or  more  to 
either  State,  local,  or  tribal  governments, 
in  the  aggregate,  or  to  the  private  sector. 
Thus,  this  rulemaking  is  not  subject  to 
the  requirements  of  sections  202  and 
205  of  the  UMRA. 


Regulation  Identifier  Number  (RIN) 

The  Department  of  Transportation 
assigns  a  regulation  identifier  number 
(RIN)  to  each  regulatory  action  listed  in 
the  Unified  Agenda  of  Federal 
Regulations.  The  Regulatory  Information 
Service  Center  publishes  the  Unified 
Agenda  in  April  and  October  of  each 
year.  You  may  use  the  RIN  contained  in 
the  heading  at  the  beginning  of  this 
document  to  find  this  action  in  the 
Unified  Agenda. 

Privacy  Act 

Anyone  is  able  to  search  the 
electronic  form  of  all  comments 
received  into  any  of  our  dockets  by  the 
name  of  the  individual  submitting  the 
comment  (or  signing  the  comment,  if 
submitted  on  behalf  of  an  association, 
business,  labor  union,  etc.].  You  may 
review  DOT’S  complete  Privacy  Act 
Statement  in  the  Federal  Register 
published  on  April  11,  2000  (65  FR 
19477-78)  or  you  may  visit  http:// 
w'ww.dot.gov/privacy.html. 

List  of  Subjects  in  49  CFR  Part  571 

Motor  vehicle  safety-.  Reporting  and 
recordkeeping  requirements.  Tires. 

■  In  consideration  of  the  foregoing, 
NHTSA  amends  49  CFR  571.206  as 
follows: 

PART  571— FEDERAL  MOTOR 
VEHICLE  SAFETY  STANDARDS 

■’l.  The  authority  citation  for  Part  571 
continues  to  read  as  follows: 

Authority:  49  U.S.C.  322,  30111,  30115, 
30117  and  30166;  delegation  of  authority  at 
49  CFR  1.50. 

■  2.  Section  571.206  is  amended  by 
adding  S4.2.2.3,  to  read  as  follows: 

§  571 .206  Standard  206;  Door  locks  and 
door  retention  components. 

*  *  ★  ★  ★ 

S4.2.2.3  This  S4.2.2.3  applies  to 
vehicle  manufactured  on  or  after 
September  1,  2010. 
***** 

Issued  on:  July  14,  2009. 

Ronald  L.  Medford, 

Acting  Deputy  Administrator. 

[FR  Doc.  E9-17078  Filed  7-17-09;  8:45  am] 
BILLING  CODE  49ia-S9-P 


35136 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 /Rules  and  Regulations 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

50  CFR  Part  217 

[Docket  No.  090206146-91055-02] 

RIN  0648-AX32 

Taking  and  Importing  Marine 
Mammals;  Taking  Marine  Mammals 
Incidental  to  the  Port  of  Anchorage 
Marine  Terminal  Redevelopment 
Project,  Anchorage,  Alaska 

AGENCY:  National  Marine  Fisheries 
Service  (NMFS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Commerce. 

ACTION:  Final  rule. 

SUMMARY:  NMFS,  upon  application  from 
the  Port  of  Anchorage  (POA)  and  the 
U.S.  Department  of  Transportation 
Maritime  Administration  (MARAD),  has 
issued  regulations  to  govern  the 
unintentional  taking  of  marine 
mammals,  hy  harassment,  incidental  to 
Phase  II  of  the  POA’s  Marine  Terminal 
Redevelopment  Project  (MTRP)  for  the 
period  July  2009  through  July  2014. 
These  regulations,  which  allow  for  the 
issuance  of  annual  “Letters  of 
Authorization”  (LOAs)  for  the 
incidental  take  of  marine  mammals 
during  the  described  activities  and 
specified  time  frames,  prescribe  the 
permissible  methods  of  taking  and  other 
means  of  effecting  the  least  adverse 
impact  practicable  on  marine  mammal 
species  and  their  habitat,  as  well  as 
requirements  pertaining  to  the 
monitoring  and  reporting  of  such  taking. 
DATES:  Effective  July  15,  2009  and  is 
applicable  to  the  POA  and  MARAD  on 
July  15,  2009  through  July  14,  2014, 
upon  signature  of  this  final  rule. 
ADDRESSES:  A  copy  of  the  POA/ 
MARAD’s  application,  NMFS’  Final 
Environmental  Assessment  (EA), 
Supplemental  EA  (SEA)  and  Findings  of 
No  Significant  Impact  (FONSIs)  may  be 
obtained  by  writing  to  P.  Michael  Payne, 
Chief,  Permits,  Conservation  and 
Education  Division,  Office  of  Protected 
Resource,  National  Marine  Fisheries 
Service,  1315  East-West  Highway, 

Silver  Spring,  MD  20910-3225,  by 
telephoning  the  contact  listed  under 
FOR  FURTHER  INFORMATION 
CONTACT,  or  on  the  Internet  at:  http:// 
www.nmfs.noaa.gov/pr/ permits/ 
incidental. htm#  applications. 

Documents  cited  in  this  final  rule  may 
also  be  viewed,  by  appointment,  during 
regular  business  hours  at  the  above 
address.  i,. 


FOR  FURTHER  INFORMATION  CONTACT: 

Jaclyn  Daly,  Office  of  Protected 
Resources,  NMFS,  (301)  713-2289,  ext. 
151. 

SUPPLEMENTARY  INFORMATION: 
Background 

Section  101(a)(5)(A)  of  the  MMPA  (16 
U.S.C.  1361  et  seq.)  directs  the  Secretary 
of  Commerce  to  allow,  upon  request,  the 
incidental,  but  not  intentional,  taking  of 
small  numbers  of  marine  mammals  by 
U.S.  citizens  who  engage  in  a  specified 
activity  (other  than  commercial  fishing) 
if  certain  findings  are  made  and 
regulations  are  issued  or,  if  the  taking  is 
limited  to  harassment,  notice  of  a 
proposed  authorization  is  provided  to 
the  public  for  review.  Except  with 
respect  to  certain  activities  not  pertinent 
here,  the  MMPA  defines  “harassment” 
as: 

any  act  of  pursuit,  torment,  or  annoyance 
which  (I)  has  the  potential  to  injure  a  marine 
mammal  or  marine  mammal  stock  in  the  wild 
[Level  A  harassment] ;  or  (ii)  has  the  potential 
to  disturb  a  marine  mammal  or  marine 
mammal  stock  in  the  wild  by  causing 
disruption  of  behavioral  patterns,  including, 
but  not  limited  to,  migration,  breathing, 
nursing,  breeding,  feeding,  or  sheltering 
[Level  B  harassment]. 

Authorization  for  incidental  takings 
may  be  granted  for  up  to  5  years  if 
NMFS  finds  that  the  taking  will -have  a 
negligible  impact  on  the  species  or 
stock(s),  will  not  have  an  unmitigable 
adverse  impact  on  the  availability  of  the 
species  or  stock(s)  for  certain 
subsistence  uses,  and  if  the  permissible 
methods  of  taking  and  requirements 
pertaining  to  the  mitigation,  monitoring 
and  reporting  of  such  taking  are  set 
forth.  NMFS  has  defined  “negligible 
impact”  in  50  CFR  216.103  as:  “an 
impact  resulting  from  the  specified 
activity  that  cannot  be  reasonably 
expected  to,  and  is  not  reasonably  likely 
to,  adversely  affect  the  species  or  stock 
through  effects  on  annual  rates  of 
recruitment  or  survival.” 

Summary  of  Request 

On  November  20,  2008,  NMFS 
received  an  application  from  the  POA/ 
MARAD  requesting  regulations  to  take, 
by  Level  B  harassment  only,  marine 
mammals  incidental  to  certain 
construction  activities  associated  with 
the  MTRP.  On  January  9,  2009,  the 
POA/MARAD  also  submitted  a 
Demolition  Plan  which  describes 
options  of  dock  demolition  and  impacts 
to  marine  mammals  from  each  option. 
As  described  in  the  application  marine 
mammals  may  be  harassed  by  noise 
from  in-water  pile  driving.  This  final 
rule  authorizes  the  take,  by  Level  B 


harassment  only,  of  the  following 
marine  mammals  which  could  be 
present  within  the  action  area:  Cook 
Inlet  beluga  whales  (Delphinapterus 
leucas),  harbor  seals  [Phoca  vitulina], 
harbor  porpoises  [Phocoena  phocoena), 
and  killer  whales  [Orcinus  orca). 

The  proposed  rule  for  this  action 
listed  in-water  chipping,  which  would 
occur  under  Option  1  in  the  Demolition 
Plan,  as  an  additional  source  of 
potential  harassment;  however,  NMFS 
misunderstood  specifics  of  the  chipper 
hammer  (i.e.,  the  energy  required  to 
operate  the  hammer)  and,  upon 
clarification  from  the  POA/MARAD,  has 
now  determined  that  dock  demolition 
will  not  result  in  harassment  to  marine 
mammals  given  the  implementation  of 
the  required  mitigation  measures  (see 
Change  in  Rule  Relative  to  the  Proposed 
Rule). 

Description  of  the  Specified  Activity 

According  to  the  application,  the 
MTRP  is  designed  to  upgrade  and 
expand  the  existing  POA  facilities  by 
removing  and  replacing  aging  and 
obsolete  structures  and  providing 
additional  dock  and  backland  areas, 
without  disruption  of  maritime  service 
during  construction.  The  POA  serves  85 
percent  of  the  population  within  the 
State  of  Alaska  by  providing  90  percent 
of  all  consumer  goods  and  is  an 
economic  engine  for  the  State  of  Alaska. 

Located  within  the  Municipality  of 
Anchorage  on  Knik  Arm  in  upper  Cook 
Inlet,  the  existing  129-acre  POA  facility 
is  currently  operating  at  or  above 
sustainable  practicable  capacity  for  the 
various  types  of  cargo  handled  at  the 
facility.  In  addition,  the  existing 
infrastructure  and  support  facilities  are 
substantially  past  their  design  life,  have 
degraded  to  levels  of  marginal  safety, 
and  are  in  many  cases  functionally 
obsolete.  The  MTRP  will  replace, 
upgrade,  and  expand  the  current  POA 
facility  to  address  existing  needs  and 
projected  future  needs,  allowing  the 
POA  to  adequately  support  the 
economic  growth  of  Anchorage  and  the 
State  of  Alaska  through  2025  and 
beyond.  Upon  completion,  the  phased 
MTRP  will  add  135  acres  of  usable  land 
to  the  current  129  acre  POA  (total  area 
of  264  acres).  The  completed  marine 
terminal  at  the  POA  will  include:  seven 
modern  dedicated  ship  berths;  two 
dedicated  barge  berths;  rail  access  and 
intertie  to  the  Alaskan  railbelt;  roadway 
improvements;  security  and  lighting 
improvements;  slope  stability 
improvements;  drainage  improvements; 
modern  shore-side  docking  facilities; 
equipment  to  accommodate  cruise 
passengers,  bulk,  break-bulk,  roll  on/ 
roll  off  (RO-RO)  and  load  on/load  off 
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(LO-LO)  cargo,  general  cargo  short-term 
storage,  military  queuing  and  staging, 
and  petroleum,  oils,  and  lubricants 
(POL)  transfer  and  storage;  and 
additional  land  area  to  support 
expanding  military  and  commercial 
operations. 

In-water  construction  activities, 
specifically  in-water  pile  driving,  have 
the  potential  to  harass  marine  mammals 
if  they  are  exposed  to  sound  levels  at  or 
above  certain  threshold  levels.  NMFS 
considered  harassment  from  other 
activities  (e.g.,  construction  of  dikes, 
discharge,  settlement  and  compaction  of 
fill  material,  installation  of  utilities,  and 
paving  within  a  27-acre  intertidal  area) 
during  Phase  I  of  the  MTRP  and  during 
the  IHA  issuance  process  and  has 
determined  that  these  activities  would 
not  result  in  take  of  marine  mammals  if 
certain  operational  procedures  and 
mitigation  measiues  were  implemented 
by  the  POA.  NMFS  also  considered 
noise  impacts  during  dock  demolition. 
NMFS  concludes  that  in-water  pile 
driving  is  the  only  activity  which 
warrant  an  MMPA  authorization.  A 
complete  description  of  the  specified 
activities  and  affected  environment  can 
be  found  in  the  proposed  rule  Federal 
Register  document  for  this  action  (74  FR 
18493,  April  23,  2009). 

Change  in  Rule  Relative  to  the 
Proposed  Rule 

During  review  of  the  Demolition  Plan, 
NMFS  analyzed  three  proposed 
methods  presented  by  the  POA/ 
MARAD,  including  use  of  a  chipping 
hammer  and  explosives.  Because  dock 
demolition  will  not  occur  for  over  one 
year,  the  POA/MARAD  needs  to  retain 
a  reasonable  cunount  of  veuriation  in 
demolition  methods  to  practicably 
submit  bid  contracts.  NMFS  now 
understands  that  its  interpretation  of  the 
energy  needed  to  operate  the  chipping 
hammer  was  inaccurate.  The  POA? 
MARAD  provided  information  that  the 
chipping  hammer  operates  at  “19 
percent  of  the  energy  required  for  a 
vibratory  pile  driving  hammer.”  NMFS 
took  this  to  mean  19  percent  less  energy 
(e..g,  if  the  vibratory  hammer  works  at 
100  horsepower,  the  chipping  hammer 
works  at  81  horsepower).  Based  on  that 
interpretation,  and  given  the  lack  of 
empirical  sound  source  verification, 
NMFS  implemented  monitoring 
measures  identical  to  vibratory  pile 
driving  (i.e.,  1,300  m  Level  B 
harassment  zone  isopleth  and  200  m 
safety  zone).  In  fact,  the  chipping 
hammer  operates  at  19  percent  of  what 
is  required  for  the  vibratory  hammer 
(e.g.,  using  the  100  horsepower  example 
above,  the  chipper  hammer  works  at  19 
horsepower).  Given  that  the  chipping 


hammers  requires  81  percent  less  energy 
than  the  vibratory  hammer,  NMFS  has 
determined  that  monitoring  the  1,300  m 
harassment  isopleth  during  in-water 
chipping  (if  chosen  as  the  method  for 
demolition)  is  not  necessary,  as  the  120 
dB' isopleth  from  this  activity  would  not 
extend  this  far  out  into  Knik  Arm. 
However,  NMFS  has  conservatively 
retained  a  200  m  safety  zone  for  this 
activity.  Therefore,  given  the  required 
shut  down  mitigation,  NMFS  does  not 
anticipate  takes  of  marine  mammals  will 
occmr  from  this  activity.  All  analysis 
and  proposed  mitigation  for  Options  2 
and  3  of  the  Demolition  Plan,  as 
described  in  the  proposed  rule,  remain 
accurate. 

Comments  and  Responses 

On  April  23,  2009,  NMFS  published 
a  notice  of  proposed  rulemaking  (74  FR 
18493)  in  the  Federal  Register  on  the 
POA/MARAD’s  request  to  take  marine 
mammals  incidental  to  the  MTRP  and 
requested  comments,  information,  and 
suggestions  concerning  the  request. 
NMFS  also  made  a  Draft  SEA  available 
for  public  comment.  While  no 
comments  were  received  specific  to  the 
Draft  SEA,  one  commentor  provided 
comments  on  the  original  EA  and 
FONSI  issued  by  NMFS  on  July  14, 

2008.  While  public  comment  was 
sought  on  the  draft  version  of  the  SEA, 
NMFS  found  this  set  of  comments  to  be 
directly  relevant  to  the  SEA,  in  that  they 
primarily  raised  issues  related  to  the 
effects  of  the  underlying  activity  on  the 
.  distinct  population  segment  (DPS)  of 
Cook  Inlet  beluga  whales  which  are 
listed  under  the  ESA.  While  comments 
on  the  prior  FONSI  are  not  relevant,  as 
the  agency  would  reach  a  new  finding 
based  on  the  analysis  in  this  SEA,  we 
summarize  the  relevant  issues  raised 
both  on  the  prior  EA  and  FONSI  in  the 
Final  SEA  as  they  relate  to  the  scope 
and  content  of  the  analyses  under 
consideration  by  NMFS. 

During  the  30-day  public  comment 
period.  The  Humane  Society  of  the 
United  States  (HSUS),  the  Center  for 
Biological  Diversity  (CBD),  and  the 
'Marine  Mammal  Commission 
(Commission)  submitted  comments  on 
the  proposed  regulations.  HSUS 
requests  NMFS  deny  the  permit  and  the 
Commission  recommends  that  NMFS 
withdraw  the  proposed  rule  and  reft^in 
from  authorizing  the  taking  of  Cook 
Inlet  beluga  whales  at  this  time.  For  the 
reasons  set  forth  in  the  proposed  rule 
and  this  preamble,  NMFS  believes 
issuance  of  the  authorization  is 
appropriate.  Following  are  the 
comments  fi-om  the  Commission  and 
HSUS  and  NMFS’  responses. 


Comment  1 :  The  Commission 
disagrees  with  NMFS’  finding  that  the 
MTRP  will  have  a  negligible  impact  on 
Cook  Inlet  beluga  whales  given  that  it 
will,  in  summary,  result  in  increased 
noise  and  other  types  of  disturbance, 
habitat  degradation  and  destruction,  and 
various  other  environmental  concerns 
such  as  disturbance  to  potentially 
harmful  bottom  sediments  firom 
dredging,  increased  pollution,  discharge 
of  ballast  water  and  other  impacts 
associated  with  increased  vessel  traffic 
from  an  expanded  port.  In  support  of  its 
comment,  the  Commission  cites  NMFS’ 
final  rule  listing  Cook  Inlet  beluga 
whales  as  endangered,  which  identifies 
continued  development  along  upper 
Cook  Inlet  and  its  cumulative  impacts 
on  important  beluga  whale  habitat  as 
one  of  several  possible  causes  for  the 
observed  population  trends.  The 
Commission  suggests  that  NMFS’ 
population  viability  analysis  in  the  final 
rule  listing  the  species  indicates  the 
status  quo  is  already  jeopardizing  the 
continued  existence  of  the  species  and 
says  the  population  will  continue  to 
decline,  eventually  to  extinction,  if 
nothing  is  done  to  reverse  the  recent 
trends.  Accordingly,  the  Commission 
recommends  NMFS  refrain  from 
authorizing  take  of  Cook  Inlet  beluga 
whales  until  the  Agency  has  conducted 
more  research  to  identify  the  factor(s) 
contributing  to  the  decline  and/or  lack 
of  recovery  of  the  population,  can 
discount  the  factors  associated  with  port 
construction  and  use  as  significant 
contributors,  and  determine  that,  once 
mitigated,  the  MTRP  will  not  have  more 
than  a  negligible  impact  on  beluga 
whales. 

Response:  Section- 4(a)  of  the  ESA 
requires  the  Secretary  of  Commerce 
(Secretary),  after  receipt  of  a  petition,  to 
list  a  specified  species,  to  determine 
whether  any  species  is  endangered  or 
threatened  based  on  any  of  five  specific 
factors.  NMFS’  final  rule  to  list  Cook 
Inlet  beluga  whales  as  endangered 
identified,  among  others,  “the  present  or 
threatened  destruction,  modification,  or 
curtailment  of  its  habitat  or  range”  as  a 
factor  contributing  to  the  species 
endangered  status.  Specifically,  NMFS 
cited  oil  and  gas  exploration, 
development,  and  production:  and 
industrial  activities  that  discharge  or 
accidentally  spill  pollutants.  NMFS 
therefore  agrees  that  coastal 
development  projects  in  Cook  Inlet 
should  be  closely  assessed  with  respect 
to  beluga  whale  conservation  and 
recovery. 

For  this  project,  NMFS  looked  at  the 
intensity  of  habitat  destruction  and 
modification  and  whether  this, 
combined  with  all  aspects  of  the  project. 
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would  have  more  than  a  negligible 
impact  on  Cook  Inlet  beluga  whales. 

The  thorough  assessnient  of  habitat  loss 
and  degradation  from  the  MTRP  cem  be 
found  in  Chapter  4  of  the  2008  EA, 
which  has  been  incorporated  by 
reference  into  the  2009  SEA;  habitat 
impacts  were  also  addressed  in  the 
Federal  Register  notification  of 
proposed  rulemaking  for  this  action. 
NMFS  assessed  not  only  the  permanent 
loss  of  the  proposed  135  acres  of  filled 
intertidal  and  sub-tidal  habitat  with 
respect  to  beluga  whale  prey,  but  also 
hydrodynamic  shifts  from  expanded 
port  completion,  and  habitat 
degradation  from  noise,  dredging,  and 
pollution. 

As  NMFS’  2008  Conservation  Plan  for 
the  Cook  Inlet  Beluga  Whale 
(Delphinapterus  leucas)  (herein  after 
“Conservation  Plan”)  states,  the  primary 
concern  relating  to  coastal  development 
in  Upper  Cook  Inlet  is  that  it  may 
restrict  passage  of  beluga  whales  along 
Knik  Ann  to  important  feeding  areas. 
The  MTRP  footprint  is  restricted  to  the 
eastern  side  of  Knik  Arm,  with  the  new 
dock  extending  approximately  400  m 
seaward  of  the  ciurent  dock.  Sound 
propagation  beyond  NMFS  Level  B 
harassment  thresholds  (160dB  for 
impact  pile  driving  and  125  dB  for 
vibratory  pile  driving)  is  not  expected  to 
extend  beyond  300  and  1,300  m, 
respectively,  while  that  area  of  Knik 
Arm  extends  approximately  4.17  km 
across  and  should  allow  for  beluga 
passage  to  the  primary  feeding  hotspots 
(15-17  miles  north  of  the  POA),  as 
identified  in  the  Conservation  Plan. 
NMFS  considered  all  available  studies 
investigating  behavioral  and  TTS  data 
on  beluga  whales,  including  data  from 
monitoring  reports  under  the  POA/ 
MARAD’s  current  IHA,  baseline 
environmental  conditions  (e.g.,  ambient 
sound  levels,  exposure  to  anthropogenic 
activities),  and  mitigation  measures 
when  analyzing  the  impacts  on  Cook 
Inlet  beluga  whales.  Based  on  captive 
and  field  acoustic  studies,  it  is  possible 
that  beluga  whales  may  alter  their 
behavior  in  response  to  noise  from  the 
MTRP;  however,  to  date,  the  monitoring 
reports  do  not  indicate  short  or  long 
term  change  in  behavior  or  habitat  use. 
Surveys  conducted  before  port 
construction  began  indicated  that  79 
percent  of  all  beluga  whales  entering 
Knik  Arm  utilized  waters  within  the 
MTRP  footprint  (Markowitz  et  al.  2005). 
These  surveys  are  ongoing,  and  after  5 
months  of  pile  driving  (July  to 
November),  there  is  no  indication  of  a 
change  in  habitat  use  or  restriction  of 
beluga  whale  passage.  Finally,  over  90 
percent  of  Knik  Arm  remains 


undeveloped,  and  where  development 
is  prevalent,  it  is  relatively  confined  to 
the  lower  portion  of  Knik  Arm,  away 
from  primary  beluga  whale  foraging 
hotspots. 

NMFS  began  working  with  the  POA/ 
MARAD  before  the  MTRP  began  and  is 
requiring  monitoring  and  mitigation 
measures  beyond  those  previously 
recommended  during  the  USACE’s 
scoping  process  for  issuance  of  its  404 
Permit.  In  addition,  the  POA/MARAD 
has  undertaken  and  continues  dedicated 
fish  and  marine  mammal  monitoring 
studies  and  is  developing  an  acoustic 
plan  to  further  investigate  beluga  whale 
vocalization  patterns  in  response  to 
construction. 

Based  on  NMFS’  analysis  of  all 
impacts  from  the  MTRP,  as  described  in 
the  Federal  Register  notices  for  this 
project,  the  2008  EA,  and  the  2009  SEA, 
including  analysis  of  the  project  design 
(e.g.,  limited  to  one  side  of  Knik  Arm), 
numerous  fish  surveys,  habitat 
classification  and  hydrodynamic 
modeling  studies,  sediment  analysis  and 
beluga  health  assessments  (with  respect 
to  contaminants),  noise  surveys 
conducted  at  and  around  the  POA,  and 
the  incorporation  of  mitigation 
measures  contained  in  these  regulations 
and  the  POA/MARAD’s  USAGE  404 
Permit,  NMFS  has  determined  that  the 
MTRP  is  not  reasonably  likely  to 
adversely  affect  Cook  Inlet  beluga 
whales  through  effects  on  annual  rates 
of  recruitment  or  survival  (i.e., 
negligible  impact)  and  will  not  have  an 
.unmitigable  adverse  impact  on  the 
availability  of  Cook  Inlet  beluga  whales 
for  taking  for  subsistence  uses  should 
the  current  moratorium  on  harvest  be 
lifted.  Further,  NMFS’  SEA  and  EA, 
which  consider  cumulative  impacts, 
resulted  in  a  FONSI  for  this  action. 

Although  there  is  some  uncertainty 
vyith  respect  to  Cook  Inlet  beluga 
population  trends  and  causes,  it  does 
not  prevent  NMFS  from  making 
decisions  based  on  the  best  information 
available.  The  MMPA  directs  NMFS  to 
issue  permits  allowing  incidental,  but 
not  intentional,  taking,  provided  certain 
findings  can  be  made,  and  the  best 
available  information  indicates  that  the 
activity  under  consideration  satisfies 
those  conditions. 

NMFS  thoroughly  assessed  the  best 
available  information,  including 
monitoring  reports  collected  under  the 
IHA,  and  determined  it  sufficient  to 
make  an  informed  judgment  about  the 
effects  of  the  MTRP  on  Cook  Inlet 
belugas  and  the  means  to  mitigate  those 
effects.  Nevertheless,  there  are  efforts  to 
improve  understanding  of  the  factors 
affecting  recovery.  Separating  out  what 
may  very  well  be  confounding  factors 


can  be  extremely  difficult.  In  Cook  Inlet, 
NMFS  conducts  annual  beluga  whale 
aerial  abundance  surveys  and 
investigates  live  stranding  events  and 
carcasses.  Analysis  of  carcasses, 
including  gross  anatomy  examinations; 
skin,  tissue,  blubber,  blood,  and  organ 
sampling;  and  analysis  of  loads  of 
contaminants,  disease,  and  parasitism, 
will  aid  in  determining  the  health  of  the 
environment  beluga  whales  utilize  and, 
possibly,  the  underlying  causes  of 
strandings.  These  and  other  efforts  will 
continue  to  allow  NMFS  a  better 
understanding  of  the  factors  limiting- 
Cook  Inlet  beluga  whale  recovery. 

Specific  to  the  MTRP,  the  POA/ 
MARAD  have  overseen  extensive  pre¬ 
construction  and  present  day  research 
in  the  form  of  marine  mammal  siu-veys 
and  monitoring  in  order  to  assess  both 
short  term  and  long  term  impacts  to 
beluga  whales,  as  described  in  the 
proposed  rule  (73  FR  18493,  April  23, 
2009).  In  addition,  the  POA/MARAD  are 
preparing,  with  recommendations  from 
NMFS,  an  acoustic  plan  to  determine  a 
sighting  rate  correction  factor  by 
comparing  detection  of  vocal  beluga 
whales  firoih  passive  acoustic 
monitoring  (PAM)  to  the  rate  of  visual 
observations.  In  addition,  this  PAM 
study  will  continue  to  characterize 
sound  levels  around  the  POA  during 
and  in  the  absence  of  all  construction 
activities.  Fmlher,  independent  acoustic 
studies  have  been  proposed  by  Alaska 
Pacific  University  and  scientists  from 
other  organizations  to  investigate  beluga 
whale  vocalizations  in  response  to 
anthropogenic  noise  (these  studies  are 
independent  of  the  MTRP  and  are  not 
affiliated  with  the  POA/MARAD). 

NMFS  has  determined  that  the  research 
being  conducted  by  the  POA/MARAD  is 
appropriate  to  determine  levels  of 
impacts  specific  to  this  project,  and  will 
continue  to  use  data  fi'om  other  research 
to  assess  beluga  whale  stressors. 

Finally,  NMFS  disagrees  that  the 
status  quo  is  jeopardizing  the  continued 
existence  of  the  species.  NMFS  is 
mindful  of  the  endangered  status  of  the 
whales  and  is  committed  to  promoting 
their  conservation  and  recovery.  In  that 
regard,  NMFS  conducted  its  ESA 
consultation  with  the  POA/MARAD  and 
concluded,  based  on  the  best  available 
information,  that  the  MTRP  is  not  likely 
to  jeopardize  the  continued  existence  of 
Cook  Inlet  beluga  whales.  The 
associated  incidental  take  statement 
contains  reasonable  and  prudent 
measures  to  minimize  the  impact  of  the 
incidental  take  from  the  MTRP  as  well 
as  terms  and  conditions  to  implement 
those  measures. 

Comment  2:  HSUS  commented  that  it 
is  not  clear  if  marine  mammal  observers 
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(which  are  required  under  the  POA’s 
IHA)  noticed  subtle  startle  responses 
which  could  be  an  indication  of  stress. 

Response:  During  all  pile  driving 
operations,  the  PO  A/M  ARAD  are 
required  to  have  NMFS  approved 
marine  mammal  observers  on  site  to 
inform  construction  workers  of  the 
presence  of  beluga  whales  around  the 
POA,  implement  shut  down  procedures 
should  a  marine  mammal  enter  into 
designated  safety  zones,  and  observe 
any  responses,  including  subtle  ones,  of 
beluga  whales  when  entering  the  waters 
around  the  POA.  In  addition,  an 
independent  marine  mammal 
monitoring  team  is  stationed  atop  Cairn 
Point  to  characterize  beluga  whale 
abundance  and  habitat  use  around  the 
POA.  This  independent  monitoring 
team  currently  consists  of  Alaska  Pacific 
University  graduate  students  with 
expertise  in  marine  mammal  science, 
including  behavior.  All  marine  mammal 
monitoring  reports,  from  both  teams, 
have  reported  zero  reactions  from 
beluga  whales  to  POA  expansion  with 
the  exception  of  three  groups  splitting 
when  they  approached  a  barge.  These 
reports  also  indicate  that  beluga  whales  • 
continue  to  use  the  waters  around  the 
POA  for  travel  and  foraging  similar  to 
use  before  construction  (monitoring  has 
been  occurring  since  2004).  A  summary 
of  these  reports  can  be  found  in  the 
proposed  rule  Federal  Register  notice 
and  the  SEA  prepared  for  this  action. 

'  Quantifying  marine  mammal  stress 
response  is  not  possible  without  direct 
measurements  such  as  those  obtained 
from  the  collection  of  blood  or  feces; 
however,  presence  of  observable 
reactions  could  be  one  indication  that 
an  animal  is  stressed.  Further,  NMFS 
acknowledged  in  its  proposed  rule  for 
the  proposed  action  that  a  stress 
response  which  is  not  associated  with 
an  observable  reaction  may  occur. 
Monitoring  reports  indicate  that  beluga 
whales  are  not  observably  reacting  to 
construction  activities,  including  pile 
driving.  While  a  stress  response  may  be 
occurring,  it  is  unlikely  the  degree  of 
stress  is  one  which  is  prohibiting 
recovery  (i.e.,  the  whales  are  not  fleeing/ 
abandoning  high  quality  habitat). 

NMFS  has  also  considered  the 
cumulative  impact  of  multiple  past, 
present,  and  foreseeable  actions  in  its 
NEPA  documents  and  has  determined 
that  any  additional  stress  from  these 
actions  and  the  proposed  action  are  not 
likely  to  result  in  an  impact  which 
could  be  considered  significant  due  to 
mitigation  measures  (e.g.,  low  tide 
impact  pile  driving  restriction,  shut 
down  zones)  and  the  nature  of 
operations  (e.g.,  the  intermittent  nature 
of  pile  driving,  pile  driving  occurs  at 


one  side  of  Knik  Arm  which  allows  for 
a  zone  of  passage  where  sound  levels 
are  below  NMFS  harassment  threshold 
levels,  etc). 

Comment  3:  The  CBD  provided 
comments  on  the  proposed  rule  which 
were  identical  to  those  submitted  during 
the  30-day  comment  period  on  the 
proposed  IHA  in  2008.  NMFS  addressed 
these  comments  in  the  Notice  of 
Issuance  for  that  IHA  (73  FR  41318,  July 
18,  2008).  In  addition  to  those 
responses,  NMFS  notes  that  marine 
mammal  monitoring  reports  collected 
under  the  IHA,  as  described  in  this 
document  and  the  proposed  rulemaking 
Federal  Register  notice,  suggest  that 
beluga  whales  are  not  behaviorally 
reacting  to  noise  from  pile  driving  nor 
are  longer  term  changes  in  habitat  use 
or  use  frequency  obvious.  These  direct 
observations  of  beluga  whale  reactions 
to  pile  driving,  and  not  inference  from 
reactions  to  icebreaker  ships  or  seismic 
surveys,  support  NMFS’  determination 
that  the  impacts  from  the  MTRP  to  this 
species  is  negligible.  NMFS  will 
continue  to  review  POA/MARAD 
monitoring  reports  and  new  literature 
and  reports  on  the  recovery  status  of 
Cook  Inlet  beluga  whales  in  general. 

Potential  Effects  of  Specified  Activities 
on  Marine  Mammals 

The  potential  effects  of  the  specified 
activity  were  fully  described  in  NMFS’ 
Notice  of  Proposed  Rulemaking  (74  FR 
18493,  April  23,  2009)  and  are 
summarized  here.  Noise  generated  from 
in-water  pile  has  the  potential  to  result 
in  harassment  of  the  aforementioned 
species  if  a  marine  mammal  is  present 
within  specified  distances  during  such 
activities.  The  specified  activities  will 
result  in  two  types  of  noise:  pulsed 
noise  from  impact  pile  driving  and  non- 
pulsed  noise  from  vibratory  pile  driving. 
Again,  NMFS  has  determined  that  in¬ 
water  chipping  associated  with 
demolition  of  the  dock  will  not  result  in 
harassment  because  the  chipping 
hammer  works  at  significantly  reduced 
energy  than  a  vibratory  hammer  (81 
percent  less)  and  the  POA/MARAD  will 
continue  to  shut  down  if  marine 
mammals  enter  the  200m  safety  zone 
during  in-water  chipping. 

The  available  scientific  literature 
suggest  that  introduction  of  pile  driving 
into  the  marine  environment  could 
result  in  short  term  behavioral  and/or 
physiological  marine  mammal  impacts 
such  as:  altered  headings;  increased 
swimming  rates;  changes  in  dive, 
surfacing,  respiration,  feeding,  and 
vocalization  patterns;  masking,  and 
hormonal  stress  production  (Southall  et 
al.,  2007);  however  some  field  studies 
also  suggest  marine  mammals  do  not 


observably  respond  to  construction  type 
sounds  such  as  drilling  (e.g.,  Richardson 
et  al,  1990,  1991;  Moulton  et  al,  2005). 
Observation  data  on  marine  mammal 
responses  to  pile  driving,  as  required 
under  the  POA/MARAD’s  current  IHA, 
for  these  activities  is  summarized  in  the 
POA/MARAD’s  application  and  NMFS’ 
proposed  rulemaking.  The  potential 
effects  described  in  the  proposed  rule 
are  the  same  as  those  that  would  occur 
under  this  final  rule.  In  summary, 
beluga  whales  are  not  noticeably 
reacting  to  MTRP  construction  activities 
and  are  not  utilizing  the  habitat 
differently  than  when  compared  to  pre 
in-water  pile  driving  activity.  NMFS 
anticipates  that  the  total  taking  of 
marine  mammals  from  the  specified 
activities  will  have  a  negligible  impact  • 
on  the  affected  species  or  stock  of 
marine  mammals,  and  that  the  total 
taking  will  not  have  an  unmitigable 
adverse  impact  on  the  availability  of  ' 
species  or  stocks  of  marine  mammals  for 
taking  for  subsistence  uses. 

Numbers  of  Marine  Mammals 
Estimated  to  be  Taken  by  Harassment 

The  marine  mammal  species 
authorized  to  be  taken  by  Level  B 
harassment  incidental  to  the  MTRP  are 
Cook  Inlet  beluga  whales,  harbor  seals, 
harbor  porpoises,  and  killer  whales.  The 
number  of  Cook  Inlet  beluga  whales 
authorized  to  be  harassed  each  year, 
under  annual  LOAs,  may  vary  slightly 
according  to  NMFS’  annual  population 
estimates  (generated  from  yearly  aerial 
surveys)  but  will  remain  within 
numbers  considered  small  relative  to 
the  population  size.  NMFS  anticipates 
that  take  numbers  will  remain  around 
take  authorized  in  the  2008  IHA;  34 
whales  per  year.  Take  of  harbor  seals, 
harbor  porpoise,  and  killer  whales  are 
likely  to  remain  constant  at  20,  20,  and 
5  takes  per  year,  all  of  which  are 
considered  small  relative  to  the 
population  sizes  for  each  stock,  as 
described  in  the  proposed  rule. 

Potential  Effects  on  Marine  Mammal 
Habitat 

The  potential  effects  of  the  specified 
activity  on  marine  mammal  habitat  were 
also  fully  described  in  NMFS’  Notice  of 
Proposed  Rulemaking  (74  FR  18493, 
April  23,  2009)  and  are  summarized 
here.  Impacts  on  marine  mammal 
habitat  are  part  of  the  consideration  in 
making  a  finding  of  negligible  impact  on 
the  species  and  stocks  of  marine 
mammals.  Habitat  includes,  but  is  not 
limited  to,  rookeries,  mating  grounds, 
feeding  areas,  and  areas  of  similar 
significance.  Upon  completion,  the 
MTRP  will  create  an  additional  135 
acres  of  useable  land  by  filling  intertidal 
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and  subtidal  habitat,  some  of  which  has 
already  been  completed.  The  area  to  be 
hlled  is  considered  rearing  and  nursery 
habitat  for  numerous  marine  mammal 
prey  species  and  NMFS  considered  the 
permanent  loss  and  degradation  of  this 
habitat  in  this  regard  when  analyzing  for 
a  negligible  impact  determination. 

Based  on  scientific  fish  and  habitat 
studies  conducted  around  the  POA,  the 
design  plan  of  the  new  port,  marine 
mammal  monitoring  reports  (and  NMFS 
scientists  observations  of  beluga  whales 
feeding  around  the  newly  filled 
backlands  area),  and  the  POA/MARAD’s 
U.S.  Army  Corps  of  Engineer’s  404/10 
Permit  habitat  mitigation,  conservation, 
and  restoration  requirements,  NMFS  has 
determined  that  marine  mammal  prey 
abimdance  will  not  be  affected  to  a  level 
which  would  negatively  impact  marine 
mammal  food  resources. 

Potential  Effects  of  Specified  Activities 
on  Subsistence  Needs 

The  potential  effects  of  the  specified 
activity  on  subsistence  needs  were  edso 
fully  described  in  NMFS’  Notice  of 
Proposed  Rulemaking  (74  FR  18493, 
April  23,  2009)  and  are  summarized 
here.  Currently,  no  subsistence  hunting 
of  beluga  whales  is  occurring. 
Traditionally,  no  subsistence  hunting 
took  place  within  the  action  area  and 
given  the  urbanization  of  Anchorage 
and  the  presence  of  commercial  and 
recreational  use  of  waters  near  the  POA, 
it  is  unlikely  hunting  would  actually 
occur  here  in  the  future.  Therefore,  the 
MTRP  will  not  have  a  direct  impact  on 
actual  hunting  location  should  the  himt 
occur  in  the  future.  In  addition,  no 
indirect  impacts  (i.e.,  availability  of 
beluga  whales  reduced  due  to  the 
MTRP)  are  anticipated.  NMFS,  through 
its  project  analysis,  has  determined  that 
any  harassment  firom  the  MTRP  to 
marine  mammals,  including  Cook  Inlet 
beluga  whales,  will  be  short-term  and 
limited  to  changes  in  behavior  and 
stress  responses.  NMFS  does  not 
anticipate  that  the  authorized  taking  of 
affected  species  or  stocks  will  result  in 
changes  in  reproduction,  survival,  or 
longevity  rates  which  could  decrease 
population  levels,  impact  habitat  or 
prey  abundance  to  a  level  which  could 
negatively  impact  population  growth,  or 
result  in  changes  in  distribution,  as 
indicated  by  the  first  year  of  monitoring 
reports  imder  the  POA/MARAD’s  IHA. 
Therefore,  NMFS  has  determined  that 
the  issuance  of  these  regulations  will 
not  have  an  immitigable  adverse  impact 
on  the  availability  of  marine  mammal 
stocks  for  subsistence  uses. 


Mitigation 

To  minimize  impacts  on  marine 
mammals  present  within  the  action 
area,  the  POA/MARAD,  in  collaboration 
with  NMFS,  has  prepared  the  following 
mitigation  measures,  which  are 
incorporated  into  these  regulations. 

Scheduling  of  Construction  Activities 
During  Low  Use  Period  of  Beluga 
Whales  Around  the  POA-Tidal 
Restrictions 

Tides  have  been  shown  to  be  an 
important  physical  characteristic  in 
determining  beluga  movement  within 
Knik  Arm.  Most  beluga  whales  are 
expected  to  be  foraging  well  north  of  the 
POA  during  the  flood  and  high  tide. 
However,  these  northern  areas  are 
exposed  during  the  ebb  and  low  tide; 
therefore,  animals  move  south  toward 
Eagle  Bay  and  sometimes  as  far  south  as 
the  Knik  Arm  entrance  to  avoid  being 
stTcmded  on  mudflats.  Based  on  the 
beluga  whale  monitoring  studies 
conducted  at  the  POA  since  2005, 
beluga  whale  sightings  often  varied 
significantly  with  tide  height  at  and 
around  the  POA  (Funk  et  ah,  2005, 
Ramos  et  al.,  2005,  Markowitz  and 
McGuire,  2007).  Beluga  whales  were 
most  often  sighted  during  the  period 
around  low  tide  and,  as  Ae  tide  floodedj 
they  typically  moved  into  the  upper 
reaches  of  the  Arm.  Opportunistic 
sighting  data  also  support  that  highest 
beluga  whale  use  near  the  POA  is 
around  low  tide  (NMFS,  unpubl.  data). 

Due  to  this  tidally  influenced  habitat 
use,  impact  pile  driving,  excluding  work 
when  the  entire  pile  is  out  of  the  water 
due  to  shoreline  elevation  or  tidal  stage, 
shall  not  occur  within  two  hours  of 
either  side  of  each  low  tide  (i.e.,  from 
two  hours  before  low  tide  until  two 
hours  after  low  tide).  For  example,  if 
low  tide  is  at  1  p.m.,  impact  pile  driving 
will  not  occur  from  11  a.m.  to  3  p.m. 
Vibratory  pile  driving  will  be  allowed  to 
commence/continue  during  this  time 
because  its  characteristics  (non-pulse 
sound  type  and  lower  source  level)  are 
expected  to  elicit  less  overt  behavioral 
reactions. 

Establishment  of  Pile  Driving  Safety 
Zones  and  Shut-down  Requirements 

NMFS  acloiowledges  that  shut-down 
of  reduced  energy  vibratory  pile  driving 
during  the  “stabbing”  phase  of  sheet 
pile  installation  may  not  be  practicable 
due  to  concerns  that  the  sheet  pile  may 
break  free  and  result  in  a  safety  and 
navigational  hazard.  Therefore,  the 
following  shut-down  requirements 
apply  to  all  pile  driving  except  during 
the  “stabbing”  phase  of  the  installation 
process. 


Safety  Zones 

In  2007  and  2008,  the  POA/MARAD 
conducted  sound  studies  to  obtain 
reliable  estimates  of  distances  for  190 
(pinniped  Level  A  (injury)  threshold), 

180  (cetacean  Level  A  threshold),  160 
(impact  pile  driving  Level  B  harassment 
threshold)  120  dB  (in  2008)  and  125  dB 
(in  2009)  (vibratory  pile  driving  Level  B 
harassment  threshold)  isopleths.  There 
was  some  discretion  between  these  two 
studies;  therefore,  NMFS  extrapolated 
the  more  conservative  isopleths  from 
each  study  to  identify  Level  B 
harassment  radii.  Therefore,  based  on 
NMFS’  analysis  of  the  acoustic  data,  the 
Level  A  and  Level  B  harassment 
isopleth  distances  are  10  m  (190  dB);  20 
m  (180  dB);  350  m  (160  dB);  and  1,300 
m  (125dB).  Although  the  190  and  180 
dB  isopleths  are  within  20  m  for  both 
types  of  pile  driving,  NMFS  has 
established  a  conservative  200  m 
mandatory  shut-down  safety  zone 
which  would  require  the  POA  to  shut¬ 
down  in-water  pile  driving  or  chipping 
any  time  a  marine  mammal  enters  this 
zone. 

Shut-down  for  Large  Groups 

To  reduce  the  chance  of  the  POA 
reaching  or  exceeding  authorized  take 
and  to  minimize  harassment  to  beluga 
whales,  if  a  group  of  more  than  five 
beluga  whales  is  sighted  within  the 
relevant  Level  B  harassment  isopleth, 
shut-down  is  required. 

Shut-down  for  Calves 

Marine  mammal  calves  could  be  more 
susceptible  to  loud  anthropogenic  noise 
than  juveniles  or  adults;  therefore,  the 
presence  of  calves  within  any 
harassment  isopleth  will  require  shut¬ 
down.  If  a  calf  is  sighted  approaching  or 
within  any  harassment  zone,  pile 
driving  will  cease  and  not  be  resumed 
until  the  calf  is  confirmed  to  be  out  of 
the  harassment  zone  and  on  a  path  away 
from  such  zone.  If  a  calf  or  the  group 
with  a  calf  is  not  re-sighted  within  15 
minutes,  pile  driving  may  resume. 

Heavy  Machinery  Shut-downs 

For  other  in- water  heavy  machinery 
operations  other  than  pile  driving,  if  a 
marine  mammal  comes  within  50  m  of 
operations,  they  will  cease  and  vessels 
will  slow  to  a  reduced  speed  while  still 
maintaining  control  of  the  vessel  and 
safe  working  conditions.  Such 
operations  include  port  operated 
dredges,  water  based  dump-scows 
(barges  capable  of  discharging  material 
through  the  bottom),  standard  barges, 
tug  boats  to  position  and  move  barges, 
barge  mounted  hydraulic  excavators  or 
clamshell  equipment  used  to  place  or 
remove  material. 
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In-water  Pile  Driving  and  Chipping 
Weather  Delays 

Adequate  visibility  is  essential  to 
beluga  whale  monitoring  and 
determining  take  numbers.  In-water 
pile  driving  will  not  occur  when 
weather  conditions  restrict  clear,  visible 
detection  of  all  waters  within  the  Level 
B  harassment  zones  or  200  m  safety 
zone.  Such  conditions  that  can  impair 
sightibility  and  require  in-water  pile 
driving  delays  include,  but  are  not 
limited  to,  fog  and  a  rough  sea  state. 

Exceedence  of  Take 

If  maximum  authorized  take  is 
reached  or  exceeded  for  the  year  for  any 
marine  mammal  species,  any  marine 
mammal  of  that  species  entering  into 
the  Level  B  harassment  isopleths  will 
trigger  mandatory  shut-down. 

Use  of  Impact  Pile  Driving  Hammers 

In-water  piles  will  be  driven  with  a 
vibratory  hammer  to  the  maximum 
extent  possible  (i.e.,  until  a  desired 
depth  is  achieved  or  to  refusal)  prior  to 
using  an  impact  hammer. 

Soft  Start  to  Pile  Driving  Activities 

A  “soft  start”  technique  will  be  used 
at  the  beginning  of  each  pile  installation 
to  allow  any  marine  mammal  that  may 
be  in  the  immediate  area  to  leave  before 
pile  driving  reaches  full  energy.  The  soft 
start  requires  contractors  to  initiate 
noise  from  vibratory  hammers  for  15 
seconds  at  reduced  energy  followed  by 
1 -minute  waiting  period.  The  procedure 
will  be  repeated  two  additional  times.  If 
an  impact  hammer  is  used,  contractors 
will  be  required  to  provide  an  initial  set 
of  three  strikes  from  the  impact  hammer 
at  40  percent  energy,  followed  by  a  one 
minute  waiting  period,  then  two 
subsequent  3  strike  sets  (NMFS,  2003). 

If  any  marine  mammal  is  sighted  within 
the  200  m  safety  zone  prior  to  pile¬ 
driving,  or  during  the  soft  start,  the 
hammer  operator  (or  other  authorized 
individual)  will  delay  pile-driving  until 
the  animal  has  moved  outside  the  200 
m  safety  zone.  Furthermore,  if  any 
marine  mammal  is  sighted  within  or 
approaching  a  Level  B  heirassment  zone 
prior  to  beginning  pile  driving, 
operations  will  be  delayed  until  the 
animals  move  outside  the  zone  in  order 
to  minimize  harassment.  Pile-driving 
will  resume  only  after  a  qualified 
observer  determines  that  the  meu-ine 
mammal  has  moved  outside  the  200m 
safety  or  Level  B  harassment  zone,  or 
after  15  minutes  have  elapsed  since  the 
last  sighting  of  the  marine  mammal 
within  the  safety  zone. 


Demolition  Mitigation 

Table  7-1  in  the  Demolition  Plan 
outlines  all  mitigation  measures  for  each 
proposed  option  as  described  in  the 
Specified  Activities  section  of  this 
document.  Should  chipping  in-water  be 
the  chosen  method  for  demolition  (i.e., 
Option  1),  the  POA  will  abide  by  the 
safety  shut  down  zone  (200  m) 
established  for  pile  driving.  Other 
mitigation  including  poor  weather 
delays,  large  group  shut-downs,  emd 
calf  shut-downs  will  also  be 
implemented  for  in-water  chipping 
should  animals  enter  within  200  m  of 
the  operating  chipping  hammer.  Marine 
mammal  observers  will  begin  searching 
for  animals  30  minutes  prior  to  the  start 
of  all  in-water  chipping  operations. 

If  Option  2  is  chosen,  no  blasting  will 
occur  if  a  marine  mammal  is  located 
anywhere  within  any  visible  area 
around  the  POA.  Blasting  will  be 
delayed  if  weather  does  not  allow  for 
adequate  sighting  conditions.  Starting 
one-half  hour  prior  to  each  out-of¬ 
water  blasting  event,  MMOs  at  the 
MTRP  site  will  systematically  scan  the 
waters  around  the  port  as  far  as  the  eye 
can  see,  by  unaided  eyed  and  high- 
powered  binoculars,  for  signs  of  marine 
mammals.  If  marine  mammals  are 
observed,  blasting  will  be  suspended 
and  will  not  resume  until  the  animal 
has  left  the  view  area  or  has  not  been 
re-sighted  for  15  minutes. 

For  in-water  heavy-machinery 
operations,  including  dike  construction, 
in-water  fill  placement,  crushing, 
shearing,  marine  vessel  operation,  and 
steel  recovery,  a  safety  zone  of  50  m  is 
established.  That  is,  if  a  marine  mammal 
comes  within  50  m  of  the  machinery, 
operations  cease  and  vessels  slow  to  a 
reduced  speed  while  still  maintaining 
control  of  the  vessel  and  safe  working 
conditions  to  avoid  physical  injury. 

Notification  of  Commencement  and 
Marine  Mammal  Sightings 

The  POA/MARAD  shall  formally 
notify  the  NMFS  Permits  Division  and 
AKR  prior  to  the  seasonal 
commencement  of  pile  driving  and  shall 
provide  monthly  monitoring  reports  of 
all  marine  mammal  sightings  once  pile 
driving  begins.  The  POA/MARAD  shall 
continue  the  formalized  marine- 
mammal  sighting  and  notification 
procedure  for  all  POA  users,  visitors, 
tenants,  or  contractors  prior  to  and  after 
construction  activities.  The  notification 
procedure  shall  clearly  identify  roles 
and  responsibilities  for  reporting  all 
marine  mammal  sightings.  The  POA/ 
MARAD  will  forward  documentation  of 
all  reported  marine  mammal  sightings  to 
the  NMFS. 


Public  Outreach 

The  POA/MARAD  shall  maintain 
whale-notification  signage  in  the 
waterfront  viewing  areas  near  the  Ship 
Creek  public  boat  launch  and  within  the 
secured  port  entrance  that  is  visible  to 
all  POA  users.  This  signage  shall 
continue  to  provide  information  on  the 
beluga  whale  notification  procedmres  for 
reporting  beluga  whale  sightings  to  the 
NMFS. 

Marine  Mammal  Monitoring 

The  POA/MARAD  will  conduct 
marine  mammal  monitoring  similar  to 
that  conducted  during  the  effective 
dates  of  their  IHA,  set  to  expire  July  14, 
2009,  to  assess  short-term  impacts  and 
ensme  long-term,  non-neglihle  impacts 
are  not  occurring  from  the  MTRP.  The 
monitoring  plan  is  described,  in  detail, 
in  their  application  and  in  the  proposed 
rulemaking  Federal  Register  notice.  In 
summary,  the  POA/MARAD  will 
conduct  the  following  monitoring  under 
the  regulations. 

Visual  Monitoring 

Monitoring  for  marine  mammals  will 
take  place  concurrent  with  all  pile 
driving  activities  and  30  minutes  prior 
to  pile  driving  commencement.  One  to 
two  trained  observer(s)  will  be  placed  at 
the  POA  at  the  best  vantage  point(s) 
practicable  to  monitor  for  marine 
mammals  and  will  implement  shut¬ 
down/delay  procedures  when 
applicable  by  calling  for  shut-down  to 
the  hammer  operator.  The  observer(s) 
will  have  no  other  construction  related 
tasks  while  conducting  monitoring. 

Each  observer  will  be  properly  trained 
in  marine  mammal  species  detection, 
identification  and  distance  estimation 
and  will  be  equipped  with  binoculars. 

At  the  time  of  each  sighting,  the  pile 
hammer  operator  must  be  immediately 
notified  that  there  are  beluga  whales  in 
the  area,  their  location  and  direction  of 
travel,  and  if  shut-down  is  necessary. 

Prior  to  the  start  of  seasonal  pile 
driving  activities,  the  POA  will  require 
construction  supervisors  and  crews,  the 
marine  mammal  monitoring  team,  the 
acoustical  monitoring  team  (described 
below),  and  all  MTRP  managers  to 
attend  a  briefing  on  responsibilities  of 
each  party,  defining  chains  of 
command,  discussing  communication 
procedures,  providing  overview  of 
monitoring  purposes,  and  reviewing 
operational  procedures  regarding  beluga 
whales. 

In  addition  to  the  POA’s  trained 
marine  mammal  observers  responsible 
for  monitoring  the  harassment  zones 
and  implementing  mitigation  measures, 
an  independent  beluga  whale 
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monitoring  team,  consisting  of  one  to  ■> 
two  land  based  observers,  shall  report 
on  (1)  the  frequency  at  which  beluga 
whales  are  present  in  the  project 
footprint;  (2)  habitat  use,  behavior,  and 
group  composition  near  the  POA,  and 
will  correlate  those  data  with 
construction  activities;  and  (3)  observed 
reactions  of  beluga  whales  in  terms  of 
behavior  and  movement  during  each 
sighting.  It  is  likely  that  these  observers 
will  monitor  for  beluga  whales  8  hours 
per  day/4  days  per  week  but  scheduling 
may  change.  These  observers  will  work 
in  collaboration  with  the  POA  to 
immediately  communicate  any  presence 
of  beluga  whales  or  other  marine 
mammals  in  the  area  prior  to  or  during 
pile  driving.  The  POA/MARAD  will 
keep  this  monitoring  team  informed  of 
all  schedules  for  that  day  and  any 
changes  throughout  the  day. 

Acoustic  Monitoring 

The  POA/MARAD  shall  install 
hydrophones  (or  employ  other  effective 
methodologies  to  the  maximum  extent 
possible)  necessary  to  detect  and 
locedize  passing  whales  and  to 
determine  the  proportion  of  beluga 
whales  missed  from  visual  surveys.  It 
will  also  further  characterize  the 
acoustical  environment  around  the  POA 
during  and  in  absence  of  pile  driving. 
This  study  will  be  coordinated  with 
NMFS  and  the  independent  heluga 
whale  monitoring  program  to  correlate 
construction  and  operationally 
generated  noise  exposmes  widi  heluga 
whale  presence,  absence,  and  any 
altered  behavior  observed  during 
construction  and  operations. 

Reporting 

The  POA/MARAD  are  responsible  for 
submitting  monthly  marine  mammal 
monitoring  reports  by  the  of  the 
following  month  that  include  all  marine 
mammal  sightings  sheets  from  the 
previous  month  and  as  siunmary  of  pile 
driving  homs,  by  type,  take  numbers, 
and  marine  mammal  reactions,  if  £my. 
The  sighting  sheets  have  been  approved 
by  NMFS  and  require  the  following 
details,  if  able  to  be  determined:  group 
size,  group  composition  (i.e.,  adult, 
juvenile,  calf);  behavior,  location  at  time 
of  first  sighting  and  last  sighting:  time 
of  day  first  sighted,  time  last  sighted; 
approach  distance  to  pile  driving 
hammer;  and  note  if  shut-down/delay 
occurred  and  for  how  long.  An  annual 
report,  as  required  in  50  CFR  217.205, 
must  be  submitted  to  NMFS  at  the  time 
of  application  of  renewal  of  annual 
LOAs.  This  report  shall  summarize  all 
monitoring  and  taking  for  that  year.  A 
final  report  must  he  submitted  to  NMFS 
upon  application  for  future 


authorization  or,  if  no  future  »■ 

authorizations  are  requested,  no  later 
than  90  days  post  expiration  of  these 
regulations.  This  report  must  summarize 
the  findings  made  in  all  previous 
reports  and  assess  any  short  and/or  long 
term  impacts  to  marine  mammals  at  the 
POA. 

ESA 

On  October  22,  2008,  NMFS 
published  a  final  rule  listing  Cook  Inlet 
beluga  whales  as  endangered  under  the 
ESA  (73  FR  62919).  The  POA  and 
MARAD,  in  collaboration  with  the 
USAGE,  have  prepared  a  Biological 
Assessment  and  requested  Section  7 
consultation  initiation,  as  required 
under  the  ESA,  to  continue  with  the 
MTRP.  Because  NMFS’  action  of 
issuance  of  regulations  and  subsequent 
LOAs  authorizing  harassment  to  marine 
mammals  is  a  separate  federal  action,  on 
March  24,  2009,  NMFS  requested 
consultation  under  Section  7  of  the 
ESA.  Consultation  was  initiated  on  May 
11,  2009.  On  July  13,  2009,  NMFS 
issued  a  Biological  Opinion  which 
concluded  that,  after  review  of  the 
current  status  of  the  Cook  Inlet  beluga 
wbale,  the  environmental  baseline  for 
the  action  area,  the  biological  and 
physical  impacts  of  the  MTRP,  and 
cumulative  effects,  the  MTRP  is  not 
likely  to  jeopardize  the  continued 
existence  of  the  Cook  Inlet  beluga 
whale. 

NEPA 

NMFS  has,  through  NOAA 
Administrative  Order  (NAO)  216-6, 
established  agency  procedures  for 
complying  with  NEPA  and  the 
implementing  regulations  issued  by  the 
Council  on  Environmental  Quality.  In 
2008,  NMFS  prepared  an  EA  on  its 
issuance  of  incidental  take 
authorizations  for  the  duration  of  the 
MTRP.  In  2009,  NMFS  prepared  and 
solicited  public  comments  on  a  draft 
SEA  for  its  issuance  of  such 
authorizations,  including  these 
regulations.  NMFS  finalized  this  SEA  on 
July  14,  2009  and  has  therefore 
complied  with  NEPA  and  its 
implementing  regulations. 

Determinations 

Based  on  the  information  provided  in 
the  POA/MARAD  application,  NMFS’ 
EA  and  SEA,  this  document,  the  public 
comments  submitted  on  the  application 
and  proposed  rule,  and  the  POA/ 
MARAD’s  comprehensive  monitoring 
reports  of  the  activities  through  2009, 
NMFS  has  determined  that  the  MTRP, 
specifically  pile  driving  and  dock 
demolition,  will  result  in  no  more  than 
Level  B  harassment  of  small  numbers  of 


Cook  Inlet  beluga  wbales,  harbor  seals, 
harbor  porpoises,  and  killer  whales. 
NMFS  has  determined  that  the  impacts 
associated  with  the  MTRP  will  be 
limited  to  short  term  and  localized 
changes  in  behavior  and  possibly  TTS, 
masking,  and  stress  hormone 
production.  However,  the  manner  and 
number  of  taking  will  have  no  more 
than  a  negligible  impact  on  the  affected 
species  and  stocks.  No  take  by  serious 
injury  and/or  death  is  anticipated,  and 
the  potential  for  permanent  hearing 
impairment  is  unlikely.  The  level  of 
harassment  will  be  at  the  lowest 
practicable  due  to  incorporation  of  the 
mitigation  measures  mentioned 
previously  in  this  document.  NMFS’ 
regulations  for  this  project  prescribe  the 
means  of  effecting  the  least  practicable 
adverse  impact  on  marine  mammals  and 
their  habitat  and  set  forth  requirements 
pertaining  to  the  monitoring  and 
reporting  of  that  taking.  Additionally, 
the  taking  of  any  marine  mammal, 
including  Cook  Inlet  beluga  whales,  will 
not  have  an  unmitigable  adverse  impact 
on  the  availability  of  marine  mammal 
stocks  for  subsistence  use  due  to  the 
reasons  described  in  this  document  and 
the  proposed  rule. 

Classification 

The  Office  of  Management  and  Budget 
has  determined  that  this  final  rule  is  not 
significant  for  purposes  of  Executive 
Order  12866. 

Good  cause  exists  to  waive  the  30-day 
delay  in  effectiveness  for  this  final  rule 
pursuant  to  5  U.S.C.  553.  The  MTRP  is 
an  ongoing  project  under  construction 
by  the  federal  government  through  the 
USDOT  Maritime  Administration,  with 
both  federal  and  state/local  funding  and 
is  currently  operating  under  an  IHA  and 
USAGE  404  permits.  The  MARAD  and 
’  POA  have  ongoing  and  extensive 
mitigation  measures  in  place  to  protect 
marine  mammals  (as  required  by  the 
current  permits)  and  no  time  is 
necessary  to  develop  or  initiate  the 
measures  required  under  regulations  as 
final  regulations  do  not  constitute 
substantial  changes  to  the  IHA 
requirements.  The  construction  season 
in  Anchorage  is  very  short  and  limited 
by  frozen  soils,  ice  in  Knik  Arm,  and 
lack  of  daylight  in  the  winter  months.  A 
30-day  delay  is  a  significant  percentage 
of  the  available  window  to  complete  in¬ 
water  projects.  The  POA  and  MARAD 
have  indicated  that  a  delay  of  30  days 
would  result  in  immediate  and  direct 
costs  at  minimum  of  $65,000  per  day 
and  one  time  sum  of  $285,000.  In 
addition,  delay  costs  will  accumulate 
through  the  rest  of  the  program  due  to 
increasing  construction  costs  for  follow- 
on  work  (e.g.,  installation  of  utilities. 
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installation  of  dock  cap,  and  paving) 
that  would  be  rescheduled  due  to  delay 
in  completion  of  the  basic  waterfront 
structure,  and,  as  one  of  19  U.S. 
strategic  ports,  delay  in  continuing  the 
2009  construction  at  the  waterfront 
negatively  impacts  military  deployment 
logistics  capabilities  and  costs  to  and 
from  five  Alaskan  installations  and 
remote  training  grounds:  Elmendorf 
AFB,  Fort  Richardson,  Eielson  AFB  and 
Ft.  Greely.  Therefore,  delay  in 
operations  would  also  result  in  direct 
impacts  to  military  readiness  activities. 
In  summary,  any  delay  in  the 
implementation  of  these  regulations 
would  result  in  both  economic  loss  and 
national  security  implication;  therefore, 
these  measures  will  become  effective 
upon  signature  of  the  final  rule.  NMFS 
could  not  undertake  this  action  sooner 
because  the  applicants  did  not  provide 
information  regarding  the  MTRP  until 
May  8,  2009;  therefore,'NMFS  was 
unable  to  initiate  Section  7  consultation 
until  May  11,  2009.  NMFS  issued  the 
Biological  Opinion  on  July  13,  2009. 

At  the  proposed  rule  stage,  the  Chief 
Counsel  for  Regulation  of  the 
Department  of  Commerce  certified  to 
the  Chief  Counsel  for  Advocacy  of  the 
Small  Business  Administration  that  this 
rule,  if  adopted,  would  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
since  it  would  have  no  effect,  directly  or 
indirectly,  on  small  businesses.  Because 
of  this  certification,  a  regulatory 
flexibility  analysis  is  not  required,  and 
none  has  been  prepared. 

List  of  Subjects  in  50  CFR  Part  217 

Exports,  Fish,  Imports,  Indians, 
Labeling,  Marine  mammals.  Penalties, 
Reporting  and  recordkeeping 
requirements.  Seafood,  Transportation; 

Dated:  July  14,  2009. 

Samuel  D.  Rauch  III, 

Deputy  Assistant  Administrator  for 
Regulatory  Programs,  National  Marine 
Fisheries  Service. 

■  For  reasons  set  forth  in  the  preamble, 
NMFS  amends  50  CFR  chapter  II  by 
adding  part  217  to  read  as  follows: 

PART  217— REGULATIONS 
GOVERNING  THE  TAKE  OF  MARINE 
MAMMALS  INCIDENTAL  TO 
SPECIFIED  ACTIVITIES 

Subparts  A-T  [Reserved] 

Subpart  U — Taking  Of  Marine  Mammais 
incidentai  To  The  Port  of  Anchorage  Marine 
Terminai  Redevelopment  Project 

Sec. 

217.200  Specified  activities  and  specified 
geographical  region. 

217.201  Effective  dates. 

217.202  Permissible  methods  of  taking. 


217.203  Prohibitions. 

217.204  Mitigation. 

217.205  Requirements  for  monitoring  and 
reporting. 

217.206  Applications  for  Letters  of 
Authorization. 

217.207  Letters  of  Authorization. 

,  217.208  Renewal  of  Letters  of 

Authorization. 

217.209  Modifications  of  Letters  of 
Authorization. 

Authority:  16  U.S.C.  1361  et  seq.,  unless 
otherwise  noted. 

Subparts  A  through  T  [Reserved] 

Subpart  U — Taking  Of  Marine 
Mammals  Incidental  To  The  Port  of 
Anchorage  Marine  Terminai 
Redevelopment  Project 

§  21 7.200  Specified  activities  and  specified 
geographical  region. 

(a)  Regulations  in  this  subpart  apply 
only  to  the  incidental  taking  of  those 
marine  mammals  specified  in 

§  217.202(b)  by  the  Port  of  Anchorage 
and  the  U.S.  Department  of 
Transportation  Maritime  Administration 
(MARAD),  and  those  persons  it 
authorizes  to  engage  in  construction 
activities  associated  with  the  Port  of 
Anchorage  Marine  Terminal 
Redevelopment  Project,  specifically  in¬ 
water  pile  driving,  at  the  Port  of 
Anchorage,  Alaska. 

(b)  [Reserved] 

§217.201  Effective  dates. 

Regulations  in  this  subpart  are 
effective  from  July  15,  2009,  through 
July  14,  2014. 

§  21 7.202  Permissible  methods  of  taking. 

(a)  Under  Letters  of  Authorization 
issued  pursuant  to  §  216.106  of  this 
chapter  and  §  217.207,  the  Port  of 
Anchorage  and  MARAD,  and  persons 
under  their  authority,  may  incidentally, 
but  not  intentionally,  take  marine 
mammals  by  harassment,  within  the 
area  described  in  §  217.200,  provided 
the  activity  is  in  compliance  with  all 
terms,  conditions,  and  requirements  of 
these  regulations  and  the  appropriate 
Letter  of  Authorization. 

(b)  The  taking  of  marine  mammals 
under  a  Letter  of  Authorization  is 
limited  to  the  incidental  take,  by  Level 
B  harassment  only,  of  the  following 
species  under  the  activities  identified  in 
§  217.200(a):  Cook  Inlet  beluga  whales 
(Delphinapterus  leucas),  harbor  seals 
(Phoca  vitulina),  harbor  porpoises 
(Phocoena  phocoena),  and  killer  whales 
(Orcinus  orca). 

(c)  The  taking  by  injury  or  death  of 
the  species  listed  in  paragraph  (b)  of  this 
section  or  the  taking  by  Level  B 
harassment,  injmy  or  death  of  any  other 


marine  mammal  species  is  prohibited 
emd  may  result  in  the  modification, 
suspension,  or  revocation  of  a  Letter  of 
Audiorization. 

§217.203  Prohibitions. 

Notwithstanding  takings 
contemplated  in  §  217.202(b)  and 
authorized  by  a  Letter  of  Authorization 
issued  under  §  216.106  of  this  chapter 
and  §  217.207,  no  person  in  connection 
with  the  activities  described  in 
§217.200  may: 

(a)  Take  any  marine  mammal  not 
specified  in  §  217.202(b); 

(b)  Take  any  marine  mammal 
specified  in  §  217.202(b)  other  than  by 
incidental,  uliintentional  Level  B 
harassment; 

(c)  Take  a  marine  mammal  specified 
in  §  217.202(b)  if  such  taking  results  in 
more  than  a  negligible  impact  on  the 
species  or  stocks  of  such  marine 
mammal;  or 

(d)  Violate,  or  fail  to  comply  with,  the 
terms,  conditions,  and  requirements  of 
this  subpart  or  a  Letter  of  Authorization 
issued  under  §  216.106  of  this  chapter 
and  §217.207. 

§217.204  Mitigation. 

(a)  When  conducting  operations 
identified  in  §  217.200(a),  the  mitigation 
measures  contained  in  the  Letter  of 
Authorization,  issued  under  §  216.106 
of  this  chapter  and  §  217.207,  must  be 
implemented.  These  mitigation 
measures  are:  - 

(1)  Through  monitoring  described 
under  §  217.205,  the  Holder  of  a  Letter 
of  Authorization  will  ensure  that  no 
marine  mammal  is  subjected  to  a  sound 
pressure  levels  of  190  or  180  dB  re:  1 
microPa  or  greater  for  pinnipeds  and 
cetaceans,  respectively.  If  a  marine 
mammal  is  detected  within  or 
approaching  a  distance  200  m  from  in¬ 
water  pile  driving  or  in-water  chipping, 
operations  shall  be  immediately  delayed 
or  suspended  until  the  marine  mammal 
moves  outside  these  designated  zones  or 
the  animal  is  not  detected  within  15 
minutes  of  the  last  sighting. 

(2)  If  a  marine  mammal  is  detected 
within  or  approaching  the  Level  B 
harassment  zone  designated  for  impact 
pile  driving  (350  m)  prior  to  in-water 
impact  pile  driving,  operations  shall  not 
commence  until  the  animal  moves 
outside  this  zone  or  it  is  not  detected 
within  15  minutes  of  the  last  sighting. 

(3)  If  a  marine  mammal  is  detected 
within  or  approaching  the  Level  B 
hcurassment  zone  designated  for 
vibratory  pile  driving  (1,300  m)  prior  to 
in-water  vibratory  pile  driving, 
operations  shall  not  commence  until  the 
marine  mammal  moves  outside  this . 
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zone  or  it  is  not  detected  within  1 5 
minutes  of  the  last  sighting. 

(4)  A  ’’soft  start”  technique  shall  be 
used  at  the  beginning  of  each  day’s  in¬ 
water  pile  driving  activities  or  if  pile 
driving  has  ceased  for  more  than  one 
hour  to  allow  any  marine  mammal  that 
may  be  in  the  immediate  area  to  leave 
before  piling  driving  reaches  full  energy. 
For  vibratory  hammers,  the  soft  start 
requires  the  holder  of  the  Letter  of 
Authorization  to  initiate  noise  from  the 
hammers  for  15  seconds  at  reduced 
energy  followed  by  1 -minute  waiting 
period  and  repeat  the  procedure  two 
additional  times.  If  an  impact  hammer 
is  used,  the  soft  start  requires  an  initial 
set  of  three  strikes  from  the  impact 
hammer  at  40  percent  energy,  followed 
by  a  one  minute  waiting  period,  then 
two  subsequent  3  strike  sets. 

(5)  In-water  pile  driving  or  chipping 
shall  not  occur  when  conditions  restrict 
clear,  visible  detection  of  all  waters 
within  the  appropriate  harassment 
zones  or  the  200  m  safety  zone.  Such 
conditions  that  can  impair  sightibility 
include,  but  are  not  limited  to,  fog  and 
rough  sea  state. 

(6)  In-water  piles  will  be  driven  with 
a  vibratory  hammer  to  the  maximum 
extent  possible  (i.e.,  until  a  desired 
depth  is  achieved  or  to  refusal)  prior  to 
using  an  impact  hammer. 

(7)  In-water  impact  pile  driving  shall 
not  occur  during  the  period  from  two 
hours  before  low  tide  until  two  hours 
after  low  tide. 

(8)  The  following  measures  apply  to 
all  in-water  pile  driving,  except  during 
the  “stabbing”  phase,  and  all  in-water 
chipping  associated  with  demolition  of 
the  existing  dock: 

(i)  No  in-water  pile  driving  (impact  or 
vibratory)  or  chipping  shall  occur  if  any 
mcirine  mammal  is  located  within  200m 
of  the  hammer  in  any  direction.  If  any 
marine  mammal  is  sighted  within  or 
approaching  this  200m  safety  zone, 
pile-driving  or  chipping  must  be 
suspended  until  the  animal  has  moved 
outside  the  200m  safety  zone  or  the 
animal  is  not  resighted  within  15 
minutes. 

(ii)  If  a  group  of  more  than  5  beluga 
whales  is  sighted  within  the  Level  B 
harassment  isopleths,  in-water  pile 
driving  shall  be  suspended.  If  the  group 
is  not  re-sighted  within  15  minutes,  pile 
driving  may  resume. 

(iii)  If  a  beluga  whale  calf  or  group 
with  a  calf  is  sighted  within  or 
approaching  a  harassment  zone,  in¬ 
water  pile  driving  shall  cease  and  shall 
not  be  resumed  until  the  calf  or  group 
is  confirmed  to  be  outside  of  the 
harassment  zone  and  moving  along  a 
trajectory  away  from  such  zone.  If  the 
calf  or  group  with  a  calf  is  not  re¬ 


sighted  within  15  minutes,  pile  driving 
may  resume. 

(9)  If  maximum  authorized  take  is 
reached  or  exceeded  for  a  particular 
species,  any  marine  mammal  of  that 
species  entering  into  the  harassment  or 
safety  isopleths  will  trigger  mandatory 
in-water  pile  driving  shut  down. 

(10)  For  Port  of  Anchorage  operated 
in-water  heavy  machinery  work  other 
than  pile  driving  or  chipping  (i.e., 
dredging,  dump  scowles,  tug  boats  used 
to  move  barges,  barge  mounted 
hydraulic  excavators,  or  clamshell 
equipment  used  to  place  or  remove 
material),  if  a  marine  mammal  comes 
within  50  m,  those  operations  will  cease 
and  vessels  will  reduce  to  the  slowest 
speed  practicable  while  still 
maintaining  control  of  the  vessel  and 
safe  working  conditions. 

(11)  In  the  event  the  Port  of 
Anchorage  conducts  out-of-water 
blasting,  detonation  of  charges  will  be 
delayed  if  a  marine  mammal  is  detected 
anywhere  within  a  visible  distance  from 
the  detonation  site. 

(12)  Additional  mitigation  measures 
as  contained  in  a  Letter  of 
Authorization. 

(b)  [Reserved] 

§  21 7.205  Requirements  for  monitoring 
and  reporting. 

(a)  The  Holder  of  a  Letter  of 
Authorization  issued  pursuant  to 

§  216.106  of  this  chapter  and  §  217.207, 
for  activities  described  in  §  217.200(a)  is 
required  to  cooperate  with  NMFS,  and 
any  other  Federal,  state  or  local  agency 
with  authority  to  monitor  the  impacts  of 
the  activity  on  marine  mammals.  Unless 
specified  otherwise  in  the  Letter  of 
Authorization,  the  Holder  of  the  Letter 
of  Authorization  must  notify  the 
Administrator,  Alaska  Region,  NMFS, 
by  letter,  e-mail,  or  telephone,  at  least 
2  weeks  prior  to  commencement  of 
seasonal  activities  and  dock  demolition 
possibly  involving  the  taking  of  marine 
mammals.  If  the  activity  identified  in 
§  217.200(a)  is  thought  to  have  resulted 
in  the  mortality  or  injury  of  any  marine 
nlammals  or  in  any  take  of  marine 
mammals  not  identified  in  §  217.202(b), 
the  Holder  of  the  Letter  of  Authorization 
must  notify  the  Director,  Office  of 
Protected  Resources,  NMFS,  or 
designee,  by  e-mail  or  telephone  (301- 
713-2289),  within  24  hours  of  the 
discovery  of  the  injured  or  dead  animal. 

(b)  The  Holder  of  a  Letters  of 
Authorization  must  designate  qualified, 
on-site  marine  mammal  observers 
(MMOs),  approved  in  advance  by 
NMFS,  as  specified  in  the  Letter  of 
Authorization,  to: 

(1)  Conduct  visual  marine  mammal 
monitoring  at  the  Port  of  Anchorage 


beginning  30  minutes  prior  to  and 
during  all  in-v/ater  pile  driving  or 
chipping  and  out-of-water  blasting. 

(2)  Record  the  following  information 
on  NMFS-approved  marine  mammal 
sighting  sheets  whenever  a  marine 
mammal  is  detected: 

(i)  Date  and  time  of  initial  sighting  to 
end  of  sighting,  tidal  stage,  and  weather 
conditions  (including  Beaufort  Sea 
State); 

(ii)  Species,  number,  group 
composition,  initial  and  closest  distance 
to  pile  driving  hammer,  and  behavior 
(e.g.,  activity,  group  cohesiveness, 
direction  and  speed  of  travel,  etc.)  of 
animals  throughout  duration  of  sighting; 

(iii)  Any  discrete  behavioral  reactions 
to  in-water  work; 

(iv)  The  number  (by  species)  of 
marine  mammals  that  have  been  taken; 

(v)  Pile  driving,  chipping,  or  out  of 
water  blasting  activities  occurring  at  the 
time  of  sighting  emd  if  and  why  shut 
down  was  or  was  not  implemented. 

(3)  Employ  a  scientific  marine 
mammal  monitoring  team  separate  from 
the  on-site  MMOs  to  characterize 
beluga  whale  abundance,  movements, 
behavior,  and  habitat  use  around  the 
Port  of  Anchorage  and  observe,  analyze, 
and  document  potential  changes  in 
behavior  in  response  to  in-water 
construction  work.  This  monitoring 
team  is  not  required  to  be  present 
during  all  in-water  pile  driving 
operations  but  will  continue  monitoring 
one-year  post  in-water  construction. 

The  on-site  MMOs  and  this  marine 
mammal  monitoring  team  shall  remain 
in  contact  to  alert  each  other  to  marine 
mammal  presence  when  both  teams  are 
working. 

(c)  The  Holder  of  a  Letter  of 
Authorization  must  conduct  additional 
monitoring  as  required  under  an  annual 
Letter  of  Authorization. 

(d)  The  Holder  of  a  Letter  of 
Authorization  shall  submit  a  monthly 
report  to  NMFS’  Headquarters  Permits, 
Education  and  Conservation  Division 
and  the  Alaska  Region,  Anchorage  for 
all  months  in-water  pile  driving  or 
chipping  takes  place.  This  report  must 
contain  the  information  listed  in 
paragraph  (b)(2)  of  tbis  section. 

(e)  An  annual  report  must  be 
submitted  at  the  time  of  application  for 
renewal  of  a  Letter  of  Authorization. 
This  report  will  summarize  all  in-water 
construction  activities  and  marine 
mammal  monitoring  from  January  1- 
December  31,  annually,  and  any 
discernable  short  or  long  term  impacts 
from  the  Marine  Terminal  Expansion 
Project. 

(i)  A  final  report  must  be  submitted  to 
NMFS  upon  application  for  a 
subsequent  incidental  take 
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authorization  or,  if  no  future 
authorization  is  requested,  no  later  than 
90  days  post  expiration  of  these 
regulations.  This  report  will; 

(1)  Summarize  the  activities 
undertaken  and  the  results  reported  in 
all  previous  reports; 

(2)  Assess  the  impacts  to  marine 
mammals  from  the  port  expansion 
project;  and 

(3)  Assess  the  cumulative  impacts  on 
marine  mammals. 

§  21 7.206  Applications  for  Letters  of 
Authorization. 

(a)  To  incidentally  take  marine 
mammals  pursuant  to  these  regulations, 
the  U.S.  citizen  (as  defined  hy  §  216.103 
of  this  chapter)  conducting  the  activity 
identified  in  §  217.200(a)  (the  Port  of 
Anchorage  and  MARAD)  must  apply  for 
and  obtain  either  an  initial  Letter  of 
Authorization  in  accordance  with 

§  217.207  or  a  renewal  under  §  217.208. 

(b)  The  application  must  be  submitted 
to  NMFS  at  least  60  days  before  the 
expiration  of  the  initial  or  current  Letter 
of  Authorization. 

(c)  Applications  for  a  Letter  of 
Authorization  and  for  renewals  of 
Letters  of  Authorization  must  include 
the  following: 

(1)  Name  of  the  U.S.  citizen 
requesting  the  authorization, 

(2)  The  date(s),  duration,  and  the 
specified  geographic  region  where  the 
activities  specified  in  §  217.200  will 
occur;  and 

(3)  The  most  current  population 
estimate  of  Cook  Inlet  beluga  whales 
and  the  estimated  percentage  of  marine 
mammal  populations  potentially 
affected  for  the  12-month  period  of 
effectiveness  of  the  Letter  of 
Authorization; 

(4)  A  summary  of  take  levels, 
monitoring  efforts  and  findings  at  the 
Port  of  Anchorage  to  date. 

(d)  The  National  Marine  Fisheries 
Service  will  review  an  application  for  a 
Letter  of  Authorization  in  accordance 
with  this  section  and,  if  adequate  and 
complete,  issue  a  Letter  of 
Authorization. 

§  21 7.207  Letters  of  Authorization. 

(a)  A  Letter  of  Authorization,  unless 
suspended  or  revoked,  will  be  valid  for 
a  period  of  time  not  to  exceed  the  period 
of  validity  of  this  subpart,  but  must  be 
renewed  annually  subject  to  annual 
renewal  conditions  in  §  217.208. 


(b)  Each  Letter  of  Authorization  will 

set  forth:  , 

(1)  Permissible  methods  of  incidental 
taking:  and 

(2)  Requirements  for  mitigation, 
monitoring  and  reporting,  including,  but 
not  limited  to,  means  of  effecting  the 
least  practicable  adverse  impact  on  the 
species,  its  habitat,  and  on  the 
availability  of  the  species  for 
subsistence  uses. 

(c)  Issuance  of  a  Letter  of 
Authorization  will  be  based  on  the 
determination  that  the  number  of 
marine  mammals  taken  during  the 
period  the  Letter  of  Authorization  is 
valid  will  be  small,  that  the  total  taking 
of  marine  mammals  by  the  activities 
specified  in  §  217.200(a)  will  have  no 
more  than  a  negligible  impact  on  the 
species  or  stock  of  affected  marine 
mammal(s),  and  that  the  total  taking 
will  not  have  an  unmitigable  adverse 
impact  on  the  availability  of  species  or 
stocks  of  marine  mammals  for 
subsistence  uses. 

(d)  Notice  of  issuance  or  denial  of  an 
application  for  a  Letter  of  Authorization 
will  be  published  in  the  Federal 
Register  within  30  days  of  a 
determination. 

’  §217.208  Renewal  of  Letters  of 
Authorization. 

(a)  A  Letter  of  Authorization  issued 
under  §  216.106  of  this  chapter  cmd 
§  217.207  for  the  activity  identified  in 
§  217.200(a)  will  be  renewed  aimually 
upon: 

(1)  Notification  to  NMFS  that  the 
activity  described  in  the  application 
submitted  under  §  217.206  will  be 
undertaken  and  that  there  will  not  be  a 
substantial  modification  to  the 
described  work,  mitigation  or 
monitoring  undertaken  during  the 
upcoming  12  months; 

(2)  Timely  receipt  of  the  monitoring 
reports  required  under  §  217.205(d)  and 
(e),  and  the  Letter  of  Authorization 
issued  under  §  217.207,  which  has  been 
reviewed  and  accepted  by  NMFS;  and 

(3)  A  determination  by  NMFS  that  the 
mitigation,  monitoring  and  reporting 
measures  required  under  §§  217.204  and 
217.205  and  the  Letter  of  Authorization 
issued  under  §  216.106  of  this  chapter 
and  §  217.207,  were  undertaken  and 
will  be  rmdertaken  during  the  upcoming 
cinnual  period  of  validity  of  a  renewed 
Letter  of  Authorization;  and 


(4)  A  determination  by  NMFS  that  the 
number  of  marine  mammals  taken 
during  the  period  of  the  Letter  of 
Authorization  will  be  small,  that  the 
total  taking  of  marine  mammals  by  the 
activities  specified  in  §  217.200(a)  will 
have  no  more  than  a  negligible  impact 
on  the  species  or  stock  of  affected 
marine  mammal(s),  and  that  the  total 
taking  will  not  have  an  unmitigable 
adverse  impact  on  the  availability  of 
species  or  stocks  of  marine  mammals  for 
subsistence  uses. 

(b)  If  a  request  for  a  renewal  of  a 
Letter  of  Authorization  issued  under 
§  216.106  of  this  chapter  and  this 
section  indicates  that  a  substantial 
modification  to  the  described  work, 
mitigation  or  monitoring  undertaken 
during  the  upcoming  season  will  occur, 
NMFS  will  provide  the  public  a  period 
of  30  days  for  review  and  comment  on 
the  request. 

(c)  Notice  of  issuance  or  denial  of  a 
renewal  of  a  Letter  of  Authorization  will 
be  published  in  the  Federal  Register 
within  30  days  of  a  determination. 

§  21 7.209  Modifications  of  Letters  of 
Authorization. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section,  no  substantive 
modification  (including  withdrawal  or 
suspension)  to  the  Letter  of 
Authorization  by  NMFS,  issued 
pursuant  to  §  216.106  of  this  chapter 
and  §  217.207  and  subject  to  the 
provisions  of  this  subpart,  shall  be  made 
until  after  notification  and  an 
opportunity  for  public  comment  has 
been  provided.  For  purposes  of  this 
paragraph,  a  renewal  of  a  Letter  of 
Authorization  under  §  217.208,  without 
modification  (except  for  the  period  of 
validity),  is  not  considered  a  substantive 
modification. 

(b)  If  the  Assistant  Administrator 
determines  that  an  emergency  exists 
that  poses  a  significant  risk  to  the  well¬ 
being  of  the  species  or  stocks  of  marine 
mammals  specified  in  §  217.202(b),  a 
Letter  of  Authorization  issued  pursuant 
to  §  216.106  of  this  chapter  and 

§  217.207  may  be  substantively 
modified  without  prior  notification  and 
an  opportunity  for  public  commeht. 
Notification  will  be  published  in  the 
Federal  Register  wi^in  30  days 
subsequent  to  the  action. 

[FR  Doc.  E9-17185  Filed  7-15-09;  4:15  pm) 
BILUNG  CODE  3510-22-S 
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Proposed  Rules 


This  section  of  the  FEDERAL  REGISTER 
contains  notices  to  the  public  of  the  proposed 
issuance  of  rules  and  regulations.  The 
purpose  of  these  notices  is  to  give  interested 
persons  an  opportunity  to  participate  in  the 
rule  making  prior  to  the  adoption  of  the  final 
rules. 


DEPARTMENT  OF  THE  TREASURY 

Alcohol  and  Tobacco  Tax  and  Trade 
Bureau 

27  CFR  Part  9 

[Docket  No.  TTB-2009-0004;  Notice  No.  97] 
RIN  1513-AB64 

Proposed  Establishment  of  the  Sierra 
Pelona  Valley  Viticultural  Area  (2008R- 
176P) 

agency:  Alcohol  and  Tobacco  Tax  and 
Trade  Bureau,  Treasury. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Alcohol  and  Tobacco  Tax 
and  Trade  Bureau  proposes  to  establish 
the  9.7-square  mile  “Sierra  Pelona 
Valley”  American  viticultural  area  in 
southern  California.  We  designate 
viticultural  areas  to  allow  vintners  to 
better  describe  the  origin  of  their  wines 
and  to  allow  consumers  to  better 
identify  wines  they  may  purchase.  We 
invite  comments  on  this  proposed 
addition  to  our  regulations. 

DATES:  We  must  receive  written 
comments  on  or  before  September  18, 
2009. 

ADDRESSES:  You  may  send  comments  on 
this  notice  to  one  of  the  following 
addresses: 

•  http://www.regulations.gov  [via  the 
online  comment  form  for  this  notice  as 
posted  within  Docket  No.  TTB-2009- 
0004  at  “Regulations.gov,”  the  Federal 
e-rulemaking  portal); 

•  Director,  Regulations  and  Rulings 
Division,  Alcohol  and  Tobacco  Tax  and 
Trade  Bureau,  P.O.  Box  14412, 
Washington,  DC  20044—4412;  or 

•  Hand  delivery/courier  in  lieu  of 
mail:  Alcohol  and  Tobacco  Tax  and 
Trade  Bureau,  1310  G  Street,  NW.,  Suite 
200-E,  Washington,  DC  20005. 

See  the  Public  Participation  section  of 
this  notice  for  specific  instructions  and 
requirements  for  submitting  comments, 
and  for  information  on  how  to  request 
a  public  hearing. 

You  may  view  copies  of  this  notice, 
selected  supporting  materials,  and  any 
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comments  we  receive  about  this 
proposal  at  http://www.regulations.gov 
within  Docket  No.  TTB-2009-0004.  A 
direct  link  to  this  docket  is  posted  on 
the  TTB  Web  site  at  http://www.ttb.gov/ 
wine/wine  rulemaking.shtml  under 
Notice  No.  97.  You  also  may  view 
copies  of  this  notice,  all  related 
petitions,  maps  or  other  supporting 
materials,  and  any  comments  we  receive 
about  this  proposal  by  appointment  at 
the  TTB  Information  Resource  Center, 
1310  G  Street,  NW.,  Washington,  DC 
20220.  Please  call  202-927-2400  to 
make  an  appointment. 

FOR  FURTHER  INFORMATION  CONTACT:  N.A. 
Sutton,  Regulations  and  Rulings 
Division,  Alcohol  and  Tobacco  Tax  and 
Trade  Bureau,  925  Lakeville  St.,  No. 

158,  Petaluma,  CA  94952;  telephone 
415-271-1254. 

SUPPLEMENTARY  INFORMATION: 

Background  on  Viticultural  Areas 

TTB  Authority 

Section  105(e)  of  the  Federal  Alcohol 
Administration  Act  (FAA  Act),  27 
U.S.C.  205(e),  authorizes  the  Secretary 
of  the  Treasury  to  prescribe  regulations 
for  the  labeling  of  wine,  distilled  spirits, 
and  malt  beverages.  The  FAA  Act 
requires  that  these  regulations,  among 
other  things,  prohibit  consumer 
deception  and  the  use  of  misleading 
statements  on  labels,  and  ensure  that 
labels  provide  the  consumer  with 
adequate  information  as  to  the  identity 
and  quality  of  the  product.  The  Alcohol 
and  Tobacco  Tax  and  Trade  Bureau 
(TTB)  administers  the  regulations 
promulgated  under  the  FAA  Act. 

Part  4  of  the  TTB  regulations  (27  CFR 
part  4)  allows  the  establishment  of 
definitive  viticultural  areas  and  the  use 
of  their  names  as  appellations  of  origin 
on  wine  labels  and  in  wine 
advertisements.  Part  9  of  the  TTB 
regulations  (27  CFR  part  9)  contains  the 
list  of  approved  viticultural  areas. 

Definition 

Section  4.25(e)(l)(L)  of  the  TTB 
regulations  (27  CFR  4.25(e)(l)(i))  defines 
a  viticultural  area  for  American  wine  as 
a  delimited  grape-growing  region 
distinguishable  by  geographical 
features,  the  boundaries  of  which  have 
been  recognized  and  defined  in  part  9 
of  the  regulations.  These  designations 
allow  vintners  and  consumers  to 
attribute  a  given  quality,  reputation,  or 
other  characteristic  of  a  wine  made  from 


grapes  grown  in  an  area  to  its 
geographic  origin.  The  establishment  of 
viticultural  areas  allows  vintners  to 
describe  more  accurately  the  origin  of 
their  wines  to  consumers  and  helps 
consumers  to  identify  wines  they  may 
purchase.  Establishment  of  a  viticultural 
area  is  neither  an  approval  nor  an 
endorsement  by  TTB  of  the  wine 
produced  in  that  area. 

Requirements 

Section  4.25(e)(2)  of  the  TTB 
regulations  outlines  the  procedure  for 
proposing  an  American  viticultural  area 
and  provides  that  any  interested  party 
may  petition  TTB  to  establish  a  grape¬ 
growing  region  as  a  viticultural  area. 
Section  9.3(b)  of  the  TTB  regulations 
requires  the  petition  to  include — 

•  Evidence  that  the  proposed 
viticultural  area  is  locally  and/or 
nationally  known  by  the  name  specified 
in  the  petition; 

•  Historical  or  current  evidence  that 
supports  setting  the  boundary  of  the 
proposed  viticultural  area  as  the 
petition  specifies; 

•  Evidence  relating  to  the  geographic 
features,  such  as  climate,  soils, 
elevation,  and  physical  features,  that 
distinguish  the  proposed  viticultural 
area  from  surrounding  areas; 

•  A  description  of  the  specific 
boundary  of  the  proposed  viticultural 
area,  based  on  features  found  on  United 
States  Geological  Survey  (USGS)  maps; 
and 

•  A  copy  of  the  appropriate  USGS 
map(s)  with  the  proposed  viticultural 
area’s  boundary  prominently  marked. 

Sierra  Pelona  Valley  Petition 

Mr.  Ralph  Jens  Carter  submitted  a 
petition  proposing  the  establishment  of 
the  Sierra  Pelona  Valley  viticultural  area 
on  behalf  of  local  grape  growers.  The 
proposed  viticultural  cU'ea  covers  9.7 
square  miles  and  contains  96  acres  of 
commercial  vineyards.  The  proposed 
viticultural  area  lies  30  miles  north  of 
the  City  of  Los  Angeles,  35  miles  ea.st  of 
the  Pacific  Ocean,  and  20  miles 
southwest  of  the  Mojave  Desert.  TTB 
notes  that  the  proposed  viticultural  area 
is  not  within  any  established  American 
viticultural  area,  and  that  the  boundary 
line  of  the  proposed  viticultural  area 
neither  overlaps  nor  runs  along  any 
other  proposed  or  established 
viticultural  area  boundary  line.  The 
evidence  submitted  in  support  of  the 
petition  is  summarized  below. 
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Name  Evidence 

The  uses  Sleepy  Valley  and  Agua 
Duke  maps  identify  the  Sierra  Pelona 
Valley  as  a  landform  within  Los  Angeles 
County.  The  USGS  Ritter  Ridge,  Sleepy 
Valley,  and  Agua  Duke  maps  identify 
Sierra  Pelona  as  a  mountain  range  to  the 
immediate  north  of  the  proposed  Sierra 
Pelona  Valley  viticultural  area. 

According  to  the  petition,  the  Sierra 
Pelona  Valley  is  located  north  of 
California  State  Highway  14,  between 
the  towns  of  Santa  Clarita  and  Palmdale 
(Los  Angeles  Region  map,  California 
Regional  Series,  Automobile  Club  of 
Southern  California,  2006  edition).  The 
proposed  viticultural  area,  including  the 
expansive  Sierra  Pelona  Valley  region, 
is  adjacent  to  the  southern  foothills  of 
the  Sierra  Pelona  range  (DeLorme 
Southern  and  Central  California  Atlas 
and  Gazetteer,  Seventh  Edition,  2005, 
page  79). 

The  petition  explains  that  the  large 
Sierra  Pelona  Valley  region,  oriented 
northeast-to-southwest,  comprises 
Hauser  Canyon,  upper  Agua  Duke 
Canyon,  and  Mint  Canyon,  including 
Sleepy  Valley.  The  petition  states  that  in 
local  usage  “Sierra  Pelona”  applies  to 
the  expansive  valley,  as  well  as  the 
mountain  range  to  the  immediate  north 
of  the  valley.  The  Sierra  Pelona  Valley 
is  the  name  that  best  describes  the 
proposed  viticultural  area,  according  to 
the  petitioner. 

Boundary  Evidence 

The  petition  provides  historical, 
physiological,  and  geographical  data  to 
define  the  boundary  of  the  proposed 
viticultural  area. 

Viticulture  in  the  proposed  Sierra 
Pelona  Valley  viticultural  area  started  in 
1995,  according  to  the  petition.  By  2008, 
the  region  had  96  acres  of  commercial 
vinejwu'ds. 

The  petition  states  that  the  boundary 
encompasses  the  alluvial  valley  fill  and 
the  gently  sloping  foothills  just  to  the 
steep  inclines.  The  foothills  extend 
outward  for  as  much  as  1  mile. 

The  geology  of  the  proposed 
viticultmal  area  includes  mostly 
consolidated  alluvium  between  23  and 
37  million  years  old,  but  also  includes 
some  more  recent  alluvium,  between  1.5 
and  2  million  years  old,  according  to  the 
petition.  Further  uniformity  in  the  area 
is  provided  by  a  granitic  intrusion, 
ranging  from  195  to  225  million  years 
old,  that  spans  the  Sierra  Pelona  Valley. 
In  contrast  to  the  valley  alluvium  and 
the  granitic  intrusion,  the  surrounding 
mountains,  rangin^from  195  million  to 
4.5  billion  years  old,  consist  mainly  of 
very  different  rocks. 

The  petition  states  that  elevations  of 
Uie  proposed  viticultmal  area  vary  from 


2,400  to  3,400  feet.  Those  of  the 
mountains  to  the  west  and  of  the 
mountain  ridges  to  the  north,  east,  and 
south  vary  from  3,401  to  5,187  feet. 
Elevations  of  a  canyon  in  the  Santa 
Clarita  area,  about  5  miles  southwest  of 
the  proposed  boundary  line,  drop  to 
approximately  1,600  feet. 

Distinguishing  Features 

The  petition  asserts  that  the 
distinguishing  features  of  the  proposed 
Sierra  Pelona  Valley  viticultural  area 
include  climate,  geology,  soils, 
topography,  and  elevation.  The  inland 
location  of  the  Sierra  Pelona  Valley  both 
influences  its  distinguishing  features 
and  contributes  to  the  success  of  its 
viticulture. 

Climate 

The  petition,  citing  http:// 
www.wunderground.com  and  the  “Soil 
Survey  of  the  Antelope  Valley  Area” 
(issued  by  the  U.  S.  Department  of 
Agriculture,  Soil  Conservation  Service, 
1970),  states  that  precipitation  in  the 
proposed  viticultural  area  averages 
between  9  and  12  inches  per  year  and 
occurs  mainly  in  winter.  Citing 
“Daymet”  (a  database  designed  by  Peter 
Thornton,  National  Center  for 
Atmospheric  Research,  Climate  and 
Global  Dynamic  Division,  University  of 
Colorado  at  Boulder),  the  petition  states 
that  in  the  Sierra  Pelona  Valley  daily 
growing  season  temperatures  can  vary 
by  40  to  50  degrees  F,  with  summer 
daytime  temperatures  reaching  102 
degrees  F,  emd  summer  nighttime 
temperatures  frequently  dropping  to  50 
to  60  degrees  F. 

To  contrast  the  climate  in  the 
proposed  viticultural  area  with  that  in 
the  surrounding  areas,  the  petition  gives 
climate  data  for  several  locations 
outside  the  proposed  area  (“Soil  Survey 
of  Antelope  County,  California”). 
Sandberg  is  at  an  elevation  of  4,517  feet 
in  the  high  mountains  northwest  of  the 
proposed  viticultural  area,  and  although 
it  has  a  total  annual  average 
precipitation  of  12.1  inches,  about  the 
same  as  the  upper-end  precipitation  in 
the  proposed  viticultural  area,  Sandberg 
has  average  daily  growing  season 
maximum  and  minimum  temperatures 
of  77  and  54  degrees  F.  San  Fernando, 
at  an  elevation  of  977  feet  in  a  low-lying 
area  to  the  southwest  of  the  proposed 
viticultural  area,  has  a  total  average 
monthly  precipitation  of  16.9  inches 
and  average  daily  growing  season 
maximum  and  minimum  temperatures 
of  85  and  52  degrees  F.  Palmdale,  at  an 
elevation  of  2,665  feet  in  the  desert  due 
east  of  the  proposed  viticultural  area, 
has  an  total  average  monthly 
precipitation  of  8.9  inches  and  average 


daily  growing  season  maximum  and 
minimum  temperatures  of  87  and  55 
degrees  F. 

Air  drainage  from  surrounding  higher 
elevations  to  the  Sierra  Pelona  Valley 
floor,  the  petition  explains,  reduces  the 
hazard  of  frost  damage  in  spring.  In 
addition,  air  movement  across  the 
slopes  reduces  the  threat  of  leaf  fungus 
and  the  need  for  heavy  spraying  of 
pesticides.  Wind  direction,  according  to 
Don  McAdam,  a  valley  resident,  is 
frequently  shifted  and  redirected  by 
hills,  knolls,  and  valleys. 

The  petition  states  that  the  climate  of 
the  mountainous  surrounding  areas 
does  not  support  viticulture  due  to  an 
excessively  short  growing  season,  cooler 
summers,  and  vine-killing,  cold  winters. 

Geology 

The  petition  states  that  the 
“Geological  Map  of  California” 
(Department  of  Conservation,  Division 
of  Mines  and  Geology,  compilation  of 
Charles  W.  Jennings,  1977)  shows  that 
deposits  of  alluvium,  mostly  nonmarine 
and  unconsolidated,  cover  most  of  the 
Sierra  Pelona  Valley  floor.  The  petition 
further  .states  that  deposits  of 
semiconsolidated  Quaternary 
nonmarine  alluvium  cover  the  rest  of 
the  valley.  The  deposits  of  alluvium  in 
the  Sierra  Pelona  Valley  have  a 
sedimentciry  geology;  that  is,  they  are 
both  sand  and  gravel  in  origin.  They 
contrast  sharply  with  the  rocks  in  the 
areas  surrounding  the  Sierra  Pelona 
Valley. 

The  petition  notes  that  soils  on 
alluvial  fans  and  terraces,  like  those  in 
the  proposed  Sierra  Pelona  Valley 
viticultural  area,  are  renowned 
throughout  the  world  for  wine  grape 
growing  (“Viticultiure  and  the 
Environment,”  by  John  Gladstones, 
Winetitles,  1992). 

The  petition  states  that  the  alluvium 
that  dominates  the  valley  floor  of  the 
proposed  viticultural  area  is 
significantly  younger  than  the  rocks  in 
the  surrounding  regions.  According  to 
the  petition,  the  alluvium  dates  from  the 
Tertiary  and  Quaterncuy  Periods  of  the 
Cenozoic  Era,  37  million  years  old  to 
present  (“McGraw-Hill  Concise 
Encyclopedia  of  Earth  Science,”  2005, 
and  the  “Geological  Map  of  California”). 
The  rocks  on  mountains  to  the  north  of 
the  proposed  viticultural  area  include 
Permian  or  Triassic  Period  schist,  195  to 
280  million  years  old,  and  some 
Precambrian  rocks,  570  million  to  4.5 
billion  years  old.  The  mountains  to  the 
south  include  Precambrian 
conglomerate,  shale,  gneiss,  and 
sandstone. 

According  to  the  petition,  the  Sierra 
Pelona  Valley  is  on  a  formation  of 
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Mesozoic  granitic  and  metamqrphic 
rocks,  mostly  gneiss  and  other 
metamorphic  rocks  with  granitic 
intrusions.  The  petition  notes  that  these 
mineral-rich  rocks  are  particularly  well 
suited  to  producing  several  varieties  of 
wine,  especially  Syrah.  To  the  north  of 
the  proposed  viticultural  area,  the  rocks 
consist  of  varying  metasedimentary 
schist  types  of  Precambrian  age,  but 
mostly  of  Palepzoic  or  Mesozoic  age.  A 
minor  fault  line  lying  along  the  north 
edge  of  the  Sierra  Pelona  Valley  is  at  the 
contact  line  between  the  alluvium  in  the 
Sierra  Pelona  Valley  on  the  south  side 
of  the  fault  and  the  schist  on  the  north, 
upland  side  of  the  fault.  The  south  side 
of  the  fault  is  subsiding  in  places. 

To  the  south  of  the  proposed 
viticultural  area,  the  dominant  rocks  are 
marine  sedimentary  and 
metasedimentary  conglomerate,  shale, 
sandstone,  limestone,  dolomite,  marble, 
gneiss,  hornfelds,  and  quartzitet.  To  the 
south  and  east,  in  the  Vasquez  Rocks 
County  Park  of  Los  Angeles  County, 
basaltic  rocks  are  on  a  major  portion  of 
the  lower  Vasquez  Formation.  The 
basaltic  rocks  separate  the  alluvium  of 
the  proposed  viticultural  area  from  the 
surrounding  regions  to  the  south. 

Soils 

According  to  the  petition,  climate, 
especially  rainfall  and  heat,  influences 
soils  through  the  growth  of  plant  types, 
the  decomposition  rate  of  organic 
matter,  and  the  weathering  of  minerals 
(“Soil  Survey  of  the  Antelope  Valley 
Area,  California”).  Rainfall  in  the 
proposed  viticultmal  area  makes  it  a 
transitional  zone  between  desert  and 
forest. 

The  soils  on  the  valley  floor  in  the 
proposed  viticultural  area  have 
signiticant  differences  compared  to 
those  on  the  surrounding  mountains.  On 
the  valley  floor  and  on  foot  slopes  at  the 
edges  of  the  valley  floor,  the  soils  are 
very  deep  and  moderately  drained 
(General  Soil  Map,  “Soil  Survey  of  the 
Antelope  Valley  Area,  California”). 

The  slope-wash  soils  on  the  foot 
slopes  are  poor,  and  have  rock 
fragments  on  the  surface  in  many  areas. 
However,  these  rock  fragments  diffuse 
and  reflect  sunlight  to  lower  leaves 
shaded  by  canopy,  help  keep  the  soil 
warm,  and  increase  soil  moisture,  all  of 
which  benefits  viticulture  (“Terroir,  The 
Role  of  Geology,  Climate,  and  Culture  in 
the  Making  of  French  Wines,”  by  James 
£.  Wilson,  University  of  California 
Press,  1998). 

And  although  the  poor  soils  reduce 
the  growth  rate  of  the  vines,  the  wines 
made  from  the  grapes  of  those  vines 
have  more  natural  balance,  according  to 
the  petition.  The  petition  explains 


further  that  the  soils  of  the  area  benefit 
the  classic  grape  varieties,  which 
generally  produce  well  only  in  poor 
sandy  soils  (“Terroir,  The  Role  of 
Geology,  Climate,  and  Culture  in  the 
Making  of  French  Wines”).  The  reduced 
vine  growth  rate  decreases  the  need  for 
summer  pruning,  irrigation,  and  use  of 
farm  equipment.  On  the  other  hand, 
these  soils  have  multi-directional  sun 
exposures,  which  allow  for  the  planting 
of  a  variety  of  grapes. 

In  the  proposed  viticultural  area  soil 
depth  is  60  inches  or  more.  The  petition 
states  that  soil  depth  is  important  for 
vine  growth  because  most  vine  roots 
grow  to  a  depth  of  39  inches  (“The 
University  Wine  Course;  A  Wine 
Appreciation  Text  &  Self  Tutorial,”  by 
Marianne  W.  Baldy,  The  Wine 
Appreciation  Guild,  1998).  Such  deep 
roots  are  important  because  vines  can 
extract  1  or  2  inches  of  moisture  for 
each  foot  of  rooting  depth. 

In  contrast,  the  soils  on  the 
surrounding  mountains  are  shallow, 
excessively  drained,  and  infertile.  They 
are  dominantly  on  steep  slopes,  and  are 
subject  to  erosion.  These  soils  are  suited 
to  recreation,  range,  and’wildlife,  and  to 
use  as  a  watershed. 

Topography 

The  petition  explains  that  the  large 
Sierra  Pelona  Valley  region,  oriented 
northeast-to-southwest,  comprises 
Hauser  Canyon,  upper  Agua  Dulce 
Canyon,  and  Mint  Canyon,  including 
Sleepy  Valley.  The  USGS  Agua  Dulce 
and  Sleepy  Valley  maps  show  that  the 
long,  narrow,  gentle  side  slopes  of  the 
Sierra  Pelona  Valley  are  surrounded  by 
projecting  mountain  ridges  to  the  north, 
east,  and  south  and  by  a  mountain  and 
a  chord  of  radiating  canyons  to  the  west. 
The  petition  states  that  the  valley  floor 
itself  has  many  isolated  knolls  but  that 
most  of  the  valley  is  on  gentle  slopes 
suited  to  viticulture. 

The  USGS  Agua  Dulce  and  Sleepy 
Valley  maps  also  show  that  intermittent 
tributaries  in  the  Sierra  Pelona  Valley 
flow  into  Agua  Dulce  Canyon  and  create 
a  single,  south-flowing  stream  that 
eventually  joins  the  Santa  Clara  River. 
The  petition  explains  that  the  alluvium 
derived  from  rocks-  at  higher  elevations 
is  carried  downstream  by  these 
tributaries.  This  pattern  of  alluvium 
deposition  contributes  to  the  unique 
mix  of  mineral  and  chemical  soil 
properties  in  the  proposed  viticultural 
area. 

The  petition  states  that  fine  quality 
wine  grapes  are  universally  associated 
with  soils  on  midslopes  where  outwash 
accumulates  and  deeper  soils  form 
(“Terroir,  The  Role  of  Geology,  Climate, 
and  Culture  in  the  Making  of  French 


Wines”).  These  midslopes,  the  petition 
notes,  are  sometimes  called  viticulture 
“bellies,”  because  they  hold  the 
sediment  washed  from  the  weathered 
rocks  above  and  create  vineyards.  In 
most  of  the  proposed  viticultural  area, 
wine  grapes  are  grown  on  gentle 
midslopes. 

The  petition  states  that  the  proposed 
viticultural  area  has  other  features 
‘besides  gentle  slopes  favorable  for 
viticulture.  Good  water  and  air  drainage 
and  soils  with  low  fertility  and  a  high 
mineral  content  produce  grapevines 
with  reduced  vigor  but  with  more 
natural  balance. 

Elevation 

According  to  the  USGS  maps  of  the 
region  and  the  petition,  elevations  in  the 
proposed  viticultural  area  vary  from 
2,400  to  3,400  feet.  Elevations  also 
gradually  decline  approximately  1,000 
feet  over  the  5  miles  from  the  east  side 
to  the  west  side  of  the  proposed 
boundary  line.  At  the  town  of  Agua 
Dulce  and  the  Agua  Dulce  Air  Park  in 
the  Sierra  Pelona  Valley  floor, 
elevations  range  from  2,500  to  2,600 
feet. 

The  petition  states  that  elevations 
outside  of  the  proposed  viticultural  area 
are  generally  higher  than  those  in  the 
valley.  Some  plose-in  peaks  in  the  Sierra 
Pelona  Range  are  5,187-foot  Mount 
McDill  to  the  north,  and  west  of  Mount 
McDill,  a  4,973-foot  promontory  at  Bear 
Springs  and  a  4,859-foot  peak  at  Willow 
Springs.  According  to  the  petition  and 
the  USGS  Sleepy  Valley  map,  southeast 
of  Sierra  Pelona  Valley,  Windy 
Mountain  stands  at  3,785  feet  and  two 
unnamed  peaks  reach  elevations  of 
3,791  and  3,706  feet,  all  within  Va  to  V2 
mile  of  the  3,200-foot  proposed 
boundary  line. 

TTB  Determination 

TTB  concludes  that  this  petition  to 
establish  the  9.7-square  mile  Sierra 
Pelona  Valley  American  viticultural 
area  merits  consideration  and  public 
comment,  as  invited  in  this  notice. 

Boundary  Description 

See  the  narrative  boundary 
description  of  the  petitioned-for 
viticultural  area  in  the  proposed 
regulatory  text  published  at  the  end  of 
this  notice. 

Maps 

The  petitioner  provided  the  required 
maps,  and  we  list  them  below  in  the 
proposed  regulatory  text. 

Impact  on  Current  Wine  Labels 

Part  4  of  the  TTB  regulations  prohibits 
any  label  reference  on  a  wine  that 
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indicates  or  implies  an  origin  other  than 
the  wine’s  true  place  of  origin.  If  we 
establish  this  proposed  viticultural  area, 
its  name,  “Sierra  Pelona  Valley,”  will  be 
recognized  as  a  name  of  viticultural 
significance  under  27  CFR  4.39(i)(3). 

The  text  of  the  proposed  regulation 
clarifies  this  point. 

In  addition,  if  we  establish  the  “Sierra 
Pelona  Valley”  viticultural  area  under 
the  terms  of  the  proposed  rule,  the  name 
“Sierra  Pelona”  standing  alone  also  will 
be  considered  a  term  of  viticultural 
significance  because,  we  believe, 
consumers  and  vintners  could 
reasonably  attribute  the  quality, 
reputation,  or  other  characteristic  of 
wine  made  from  grapes  grown  in  the 
proposed  “Sierra  Pelona  Valley” 
viticultural  area  to  the  name  “Sierra 
Pelona.”  See  27  CFR  4.39(i)(3),  which 
also  provides  that  a  name  has 
viticultural  significance  when  so 
determined  by  the  appropriate  TTB 
officer. 

Therefore,  the  proposed  part  9 
regulatory  text  set  forth  in  this 
document  specifies  “Sierra  Pelona 
Valley”  and  “Sierra  Pelona”  as  terms  of 
viticultural  significance  for  purposes  of 
part  4  of  the  TTB  regulations.  If  this 
proposed  regulatory  text  is  adopted  as  a 
final  rule,  wine  bottlers  using  “Sierra 
Pelona  Valley”  or  “Sierra  Pelona”  in  a 
brand  name,  including  a  trademark,  or 
in  another  label  reference  as  to  the 
origin  of  the  wine,  will  have  to  ensure 
that  the  product  is  eligible  to  use  “Sierra 
Pelona  Valley”  as  an  appellation  of 
origin. 

For  a  wine  to  be  labeled  with  a 
viticultural  area  name  or  with  a  brand 
name  that  includes  a  viticultural  area 
name  or  other  term  identified  as  being 
viticulturally  significant  in  part  9  of  the 
TTB  regulations,  at  least  85  percent  of 
the  wine  must  be  derived  from  grapes 
grown  within  the  area  represented  by 
that  name  or  other  term,  and  the  wine 
must  meet  the  other  conditions  listed  in 
27  CFR  4.25(e)(3).  If  the  wine  is  not 
eligible  for  labeling  with  the  viticultural 
area  name  or  other  viticulturally 
significant  term  and  that  name  or  term 
appears  in  the  brand  name,  then  the 
label  is  not  in  compliance  and  the 
bottler  must  change  the  brand  name  and 
obtain  approval  of  a  new  label. 

Similarly,  if  the  viticultural  area  name 
or  other  term  of  viticultural  significance 
appears  in  another  reference  on  the 
label  in  a  misleading  manner,  the  bottler 
would  have  to  obtain  approval  of  a  new 
label.  Accordingly,  if  a  previously 
approved  label  uses  the  name  “Sierra 
Pelona  Valley”  or  “Sierra  Pelona”  for  a 
wine  that  does  not  meet  the  85  percent 
standard,  the  previously  approved  label 
will  be  subject  to  revocation  upon  the 


effective  date  of  the  approval  of  the 
Sierra  Pelona  Valley  viticultural  area. 

Different  rules  apply  if  a  wine  has  a 
brand  name  containing  a  viticultural 
area  name  or  other  viticulturally 
significant  term  that  was  used  as  a 
brand  name  on  a  label  approved  before 
July  7, 1986.  See  27  CFR  4.39(i)(2)  for 
details. 

Public  Participation 

Comments  Invited 

We  invite  comments  from  interested 
members  of  the  public  on  whether  we 
should  establish  the  proposed  Sierra 
Pelona  Valley  viticultural  area.  We  are 
interested  in  receiving  comments  on  the 
sufficiency  and  accuracy  of  the  name, 
climate,  soils,  and  other  required 
information  submitted  in  support  of  the 
petition.  We  especially  are  interested  in 
comments  concerning  the  inclusion, 
within  the  proposed  boundary  line,  of 
the  valleys  and  cemyons  to  the  west  and 
north  that  surround  the  Sierra  Pelona 
Valley  landform,  as  shown  on  the  USGS 
Sleepy  Valley  map.  We  also  are 
interested  in  receiving  comments  on  the 
proposal  to  identify  “Sierra  Pelona”  as 
a  term  of  viticultural  significance. 

Please  provide  any  available  specific 
information  in  support  of  your 
comments. 

Because  of  the  potential  impact  of  the 
establishment  of  the  proposed  Sierra 
Pelona  Valley  viticultural  area  on  wine 
labels  that  include  the  terms  “Sierra 
Pelona  Valley”  or  “Sierra  Pelona”  as 
discussed  above  under  Impact  on 
Current  Wine  Labels,  we  are  particularly 
interested  in  comments  regarding 
whether  there  will  be  a  conflict  between 
either  of  these  terms  and  currently  used 
brand  names.  If  a  commenter  believes 
that  a  conflict  will  arise,  the  comment 
should  describe  the  nature  of  that 
conflict,  including  any  negative 
economic  impact  that  approval  of  the 
proposed  viticultural  area  will  have  on 
an  existing  viticultural  enterprise.  We 
are  also  interested  in  receiving 
suggestions  for  ways  to  avoid  any 
conflicts,  for  example,  by  adopting  a 
modified  or  different  name  for  the 
viticultural  area. 

Submitting  Comments 

You  may  submit  comments  on  this 
notice  by  using  one  of  the  following 
three  methods: 

•  Federal  e-Rulemaking  Portal:  You 
may  send  comments  via  the  online 
comment  form  posted  with  this  notice 
in  Docket  No.  'ITB-2009-004  on 
“Regulations.gov,”  the  Federal  e- 
rulemaking  portal,  at  http:// 
www.regulations.gov.  A  direct  link  to 
that  docket  is  available  under  Notice 


No.  97  on  the  TTB  Web  site  at  http:// 
WWW. ttb.gov/  wine/ 

winejrulemaking.shtml.  Supplemental 
files  may  be  attached  to  comments 
submitted  via  Regulations.gov.  For 
complete  instructions  on  how  to  use 
Regulations.gov,  visit  the  site  and  click 
on  “User  Guide”  under  “How  to  Use 
this  Site.” 

•  U.S.  Mail:  You  may  send  comments 
via  postal  mail  to  the  Director, 
Regulations  and  Rulings  Division, 
Alcohol  and  Tobacco  Tax  and  Trade 
Bureau,  P.O.  Bpx  14412,  Washington, 

DC  20044-^412. 

•  Hand  Delivery/Courier:  You  may 
hand-carry  your  comments  or  have  them 
hand-carried  to  the  Alcohol  and 
Tobacco  Tax  and  Trade  Bureau,  1310  G 
Street,  NW.,  Suite  200-E,  Washington, 
DC  20005. 

Please  submit  your  comments  by  the 
closing  date  shown  above  in  this  notice. 
Your  comments  must  reference  Notice 
No.  97  and  include  your  name  and 
mailing  address.  Your  comments  also 
must  be  made  in  English,  be  legible,  and 
be  written  in  language  acceptable  for 
public  disclosure.  We  do  not 
acknowledge  receipt  of  comments,  and 
we  consider  all  comments  as  originals. 

If  you  are  commenting  on  behalf  of  an 
association,  business,  or  other  entity, 
your  comment  must  include  the  entity’s 
name  as  well  as  your  name  emd  position 
title.  If  you  comment  via  http:// 
www.regulations.gov,  please  enter  the 
entity’s  name  in  the  “Organization” 
blank  of  the  comment  form.  If  you 
comment  via  mail,  please  submit  your 
entity’s  comment  on  letterhead. 

You  may  also  write  to  the 
Administrator  before  the  comment 
closing  date  to  ask  for  a  public  hearing. 
The  Administrator  reserves  the  right  to 
determine  whether  to  hold  a  public 
hearing. 

Confiden  tiali  ty 

All  submitted  comments  and 
attachments  are  part  of  the  public  record 
and  subject  to  disclosure.  Do  not 
enclose  any  material  in  your  comments 
that  you  consider  to  be  confidential  or 
inappropriate  for  public  disclosure. 

Public  Disclosure 

On  the  Federal  e-rulemaking  portal, 
ReguIations.gov,  we  will  post,  and  you 
may  view,  copies  of  this  notice,  selected 
supporting  materials,  and  any  electronic 
or  mailed  comments  we  receive  about 
this  proposal.  A  direct  link  to  the 
Regulations.gov  docket  containing  this 
notice  and  the  posted  comments 
received  on  it  is  available  on  the  'TTB 
Web  site  at  http://www.ttb.gov/wine/ 
wine_ruiemaking.shtml  under  Notice 
No.  97.  You  may  also  reach  the  docket 
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containing  this  notice  and  the  posted 
comments  received  on  it  through  the 
Regulations.gov  search  page  at  http:// 
www.regulations.gov. 

All  posted  comments  will  display  the 
commenter’s  name,  organization  {if 
any),  city,  and  State,  and,  in  the  case  of 
mailed  comments,  all  address 
information,  including  e-mail  addresses. 
We  may  omit  voluminous  attachments 
or  material  that  we  consider  unsuitable 
for  posting. 

You  also  may  view  copies  of  this 
notice,  all  related  petitions,  maps  and 
other  supporting  materials,  and  any 
electronic  or  mailed  comments  we 
receive  about  this  proposal  by 
appointment  at  the  TTB  Information 
Resource  Center,  1310  G  Street,  NW., 
Washington,  DC  20220.  You  may  also 
obtain  copies  at  20  cents  per  8.5-  x  11- 
_inch  page.  Contact  our  information 
specialist  at  the  above  address  or  by 
telephone  at  202-927-2400  to  schedule 
an  appointment  or  to  request  copies  of 
comments  or  other  materials. 

Regulatory  Flexibility  Act 

We  certify  that  this  proposed 
regulation,  if  adopted,  would  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  proposed  regulation  imposes  no 
new  reporting,  recordkeeping,  or  other 
administrative  requirement.  Any  benefit 
derived  from  the  use  of  a  viticultural 
area  name  would  be  the  result  of  a 
proprietor’s  efforts  and  consumer 
acceptance  of  wines  fi’om  that  area. 
Therefore,  no  regulatory  flexibility 
analysis  is  required. 

Executive  Order  12866 

This  proposed  rule  is  not  a  significant 
regulatory  action  as  defined  by 
Executive  Order  12866,  Therefore,  it 
requires  no  regulatory  assessment. 

Drafting  Information 

N.A.  Sutton  of  the  Regulations  and 
Rulings  Division  drafted  this  notice. 

List  of  Subjects  in  27  CFR  Part  9 

Wine. 

Proposed  Regulatory  Amendment 

For  the  reasons  discussed  in  the 
preamble,  we  propose  to  amend  title  27, 
chapter  I,  part  9,  Code  of  Federal 
Regulations,  as  follows: 

PART  9— AMERICAN  VITICULTURAL 
AREAS 

1.  The  authority  citation  for  part  9 
continues  to  read  as  follows: 

Authority:  27  U.S.C.  205. 


Subpart  C — Approved  American 
Viticultural  Areas 

2.  Subpart  C  is  amended  by  adding 
§  9. _ to  read  as  follows: 

§9.  Sierra  Pelona  Valley. 

(a)  Name.  The  name  of  the  viticultural 
area  described  in  this  section  is  “Sierra 
Pelona  Valley’’.  For  purposes  of  part  4 
of  this  chapter,  “Sierra  Pelona  Valley”, 
and  “Sierra  Pelona”  are  terms  of 
viticultural  significance. 

(b)  Approved  maps.  The  three  United 
States  Geological  Stm^ey  1:24,000  scale 
topographic  maps  used  to  determine  the 
boundary  of  the  Sierra  Pelona  Valley 
viticultural  area  are  titled: 

(1)  Agua  Dulce,  CA,  1995; 

(2)  Sleepy  Valley,  CA,  1995;  and 

(3)  Ritter  Ridge,  Calif.,  1958, 
Photorevised  1974. 

(c)  Boundary.  The  Sierra  Pelona 
Valley  viticultural  area  is  located  in  Los 
Angeles  County,  California.  The 
boundary  of  the  Sierra  Pelona  Valley 
viticultural  area  is  as  described  below: 

(1)  The  beginning  point  is  on  the 
Agua  Dulce  map  at  the  intersection  of 
the  section  26  east  boundcuy  line,  the 
pipeline,  and  Escondido  Canyon  Road, 
a  secondary  highway,  T5N,  R14W.  From 
the  beginning  point,  proceed  in  a 
straight  line  south  0.3  mile  to  the  line’s 
intersection  with  the  northeast  corner  of 
the  Vasquez  Rocks  County  Park,  T5N, 
R14W;  then 

(2)  Proceed  southwest  through  section 
26  along  the  straight  lines  and  90-degree 
turns  of  the  county  park  boundary  line 
to  the  line’s  intersection  with  the 
southeast  comer  of  section  27,  T5N, 
R14W;  then 

(3)  Proceed  southwest  in  a  straight 
line  0.4  mile  to  the  line’s  intersection 
with  BM  2258,  section  34,  T5N,  R14W; 
then 

(4)  Proceed  west-northwest  in  a 
straight  line  0.15  mile,  crossing  over  the 
Agua  Dulce  Road,  to  the  line*s 
intersection  with  the  2,400-foot 
elevation  line  and  an  unimproved  dirt 
road,  section  34,  T5N,  R14W;  then 

(5)  Proceed  generally  west  along  the 
meandering  2,400-foot  elevation  line  to 
the  line’s  intersection  with  the  section 
34  west  boundary  line,  T5N,  R14W; 
then 

(6)  Proceed  north  along  the  section  34 
west  boundary  line  1  mile  to  the  line’s 
intersection  with  the  2,800-foot 
elevation  line  and  the  section  27  west 
boundary  line;  then 

(7)  Proceed  along  the  2,800-foot 
elevation  line  first  generally  northeast, 
then  northwest  around  Saddleback 
Mountain,  and  then  north  across  a  trail 
and  an  unimproved  dirt  road,  to  the 
line’s  intersection  with  the  section  21 
south  boundary  line,  T5N,  R14W;  then 


(8)  Proceed  straight  east  along  the 
section  21  south'boundary  line  0.25 
mile  to  the  southeast  corner  of  section 
21,  T5N,  R14W;  then 

(9)  Proceed  north  along  the  section  21 
south  boundary  line  onto  the  Sleepy 
Valley  map  0.6  mile  to  the  line’s 
intersection  with  the  2,800-foot 
elevation  line  and  the  section  22  west 
boundary  line,  T5N,  R14W;  then 

(10)  Proceed  along  the  2,800-foot 
elevation  line  generally  northeast 
around  the  3,166-foot  and  3,036-foot 
pinnacles,  then  continue  southwest  to 
the  line’s  intersection  with  the  section 
22  north  boundary  line,  T5N,  R14W; 
then 

(11)  Proceed  west  along  the  section  22 
north  boundary  line  0.2  mile  to  the 
line’s  intersection  with  the  2,600-foot 
elevation  line,  T5N,  R14W;  then 

(12)  Proceed  generally  west-southwest 
along  the  2,600-foot  elevation  line  to  the 
line’s  intersection  with  the  section  21 
west  boundary  line,  T5N,  R14W;  then 

(13)  Proceed  north  along  the  section 
21  west  boundary  line  0.2  mile  to  the 
line’s  intersection  with  the  2,400-foot 
elevation  line  and  the  section  20  east 
boundary  line,  T5N,  R14W;  then 

(14)  Proceed  generally  southwest 
along  the  2,400-foot  elevation  line  to  the 
line’s  intersection  with  an  unimproved 
dirt  road  in  section  20,  T5N,  R14W;  then 

(15)  Proceed  northwest  along  the 
unimproved  dirt  road  0.15  mile  to  its 
intersection  with  the  Sierra  Highway,  a 
secondary  highway,  section  20,  T5N, 
R14W;  then 

(16)  Proceed  southwest  along  the 
Sierra  Highway  0.15  mile  to  its 
intersection  with  an  unnamed  stream, 
section  20,  T5N,  R14W;  then 

(17)  Proceed  in  a  straight  line  north- 
northwest  approximately  0.3  mile  to  the 
line’s  intersection  with  the  Angeles 
National  Forest  boundary  line,  an 
unnamed  stream  running  through 
Rowher  Canyon,  and  the  section  17 
south  boundary  line,  T5N,  R14W;  then 

(18)  Proceed  straight  east,  north,  and 
east,  making  90-degree  turns,  along  the 
Angeles  National  Forest  boundary  line 
to  Ae  line’s  intersection  with  the 
section  7  southwest  corner,  T5N,  R13W; 
then 

(19)  Proceed  straight  north  along  the 
Angeles  National  Forest  boundary  line 
and  the  section  7  west  boundary  line  0.5 
mile  to  the  line’s  intersection  with  the 
3,400-foot  elevation  line,  T5N,  R13W; 
then 

(20)  Proceed  along  the  3,400-foot 
elevation  line  generally  east,  north,  then 
west  to  the  line’s  intersection  with  the 
section  6  west  boundary  line,  T5N, 
R13W;  then 

(21)  Proceed  north  along  the  section  6 
west  boimdciry  line  0.4  mile  to  the  line’s 
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intersection  with  the  3,400-foot 
elevation  line,  T5N,  R13W;  then 

(22)  Proceed  generally  southeast  along 
the  3,400-foot  elevation  line,  crossing 
over  Latteau,  Willow  Springs,  and 
Hauser  Canyons  and  continuing  onto 
the  Ritter  Ridge  map,  to  the  line’s 
intersection  with  an  unimproved  dirt 
road  at  Summit,  section  16,  T5N,  R13W; 
then 

(23)  Proceed  south  along  the  unnamed 
dirt  road  less  than  0.1  mile,  crossing  the 
Sierra  Highway,  to  its  intersection  with 
the  3,400-foot  elevation  line,  section  16, 
T5N,  R13W;  then 

(24)  Proceed  generally  southwest 
along  the  3,400-foot  elevation  line, 
meandering  between  the  Sleepy  Valley 
and  Ritter  Ridge  maps  and  then 
returning  to  the  Sleepy  Valley  map,  to 
the  line’s  intersection  with  the  section 
20  north  boundary  line,  T5N,  R13W; 
then 

(25)  Proceed  in  a  straight  line  west 
along  the  section  20  north  boundary  line 
0.2  mile  to  the  line’s  intersection  with 
the  3,200-foot  elevation  line,  section  20, 
T5N,  R13W;  then 

(26)  Proceed  generally  southwest 
along  the  3,200-foot  elevation  line  to  the 
line’s  intersection  with  the  section  19 
west  boundary  line,  T5N,  R13W;  then 

(27)  Proceed  in  a  straight  line  north 
along  the  section  19  west  boundary  line 
0.15  mile  to  the  line’s  intersection  with 
a  pipeline,  T5N,  R13W;  and  then 

(28)  Proceed  southwest  onto  the  Agua 
Dulce  map  1.25  miles  along  the 
pipeline,  returning  to  the  beginning 
point. 

Signed:  July  7,  2009. 

John  }.  Manfreda, 

Administrator. 

[FR  Doc.  E9-17179  Filed  7-17-09;  8:45  am] 
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DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

33 CFR  Parties 

[Docket  No.  USCG-2009-0529] 

RIN  1625-AAOO 

Safety  Zone;  Cape  Charles  Tomato 
Festival  Fireworks  Event,  Chesapeake 
Bay,  Cape  Charles,  VA 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Notice  of  proposed  rulemaking. 

SUMMARY:  The  Coast  Guard  proposes 
establishing  a  280-foot  radius  safety 
zone  on  the  Chesapeake  Bay  in  the 
vicinity  of  the  Cape  Charles  Town 


Harbor,  Cape  Charles,  VA  in  support  of 
the  Cape  Charles  Tomato  Festival 
Fireworks  event.  This  action  is  intended 
to  protect  mariners  from  the  hazards 
associated  with  fireworks  displays  by 
restricting  vessel  traffic  movement  in 
the  vicinity  of  the  event. 

DATES:  Comments  and  related  material 
must  be  received  by  the  Coast  Guard  on 
or  before  August  19,  2009. 

ADDRESSES:  You  may  submit  comments 
identified  by  docket  number  USCG- 
2009-0529  using  any  one  of  the 
following  methods: 

(1)  Federal  eRuIemaking  Portal: 
http://www.regulations.gov. 

(2)  Fax: 202-493-2251. 

(3)  Mail:  Docket  Management  Facility 
(M-30),  U.S.  Department  of 
Transportation,  West  Building  Ground 
Floor,  Room  W12-140, 1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590- 
0001. 

(4)  Hand  delivery:  Same  as  mail 
address  above,  between  9  a.m.  and  5 
p.m.,  Monday  through  Friday,  except 
Federal  holidays.  The  telephone  number 
is  202-366-9329. 

To  avoid  duplication,  please  use  only 
one  of  these  fom  methods.  See  the 
“Public  Participation  and  Request  for 
Comments’’  portion  of  the 
SUPPLEMENTARY  INFORMATION  section 
below  for  instructions  on  submitting 
comments. 

FOR  FURTHER  INFORMATION  CONTACT:  If 

you  have  questions  on  this  proposed 
rule,  call  or  e-madl  LT  Tiffany  Duffy, 
United  States  Coast  Guard  Sector 
Hampton  Roads  Waterways 
Management  Division;  telephone 
757-668-5580,  e-mail 
Tiffany.A.Duffy@uscg.mil.  If  you  have 
questions  on  viewing  or  submitting 
material  to  the  docket,  call  Renee  V. 
Wright,  Program  Manager,  Docket 
Operations,  telephone  202-366-9826. 
SUPPLEMENTARY  INFORMATION: 

Public  Participation  and  Request  for 
Comments 

We  encourage  you  to  participate  in 
this  rulemaking  by  submitting 
comments  and  related  materials.  All 
comments  received  will  be  posted 
without  change  to  http:// 
www.regulations.gov  and  will  include 
any  personal  information  you  have 
provided. 

Submitting  Comments 

If  you  submit  a  comment,  please 
include  the  docket  number  for  this 
rulemaking  (USCG— 2009-0529), 
indicate  the  specific  section  of  this 
document  to  which  each  comment 
applies,  and  provide  a  reason’for  each 
suggestion  or  recommendation.  You 


may  submit  your  comments  and 
material  online  (via  http:// 
www.regulations.gov]  or  by  fax,  mail,  or 
hand  delivery,  but  please  use  only  one 
of  these  means.  If  you  submit  a 
comment  online  via  http:// 
www.regulations.gov,  it  will  be 
considered  received  by  the  Coast  Guard 
when  you  successfully  transmit  the 
coiriment.  If  you  fax,  hand  delivery,  or 
mail  your  comment,  it  will  be 
considered  as  having  been  received  by 
the  Coast  Guard  when  it  is  received  at 
the  Docket  Management  Facility.  We 
recommend  that  you  include  your  name 
and  a  mailing  address,  an  e-mail 
address,  or  a  telephone  number  in  the 
body  of  yoLU  document  so  that  we  can 
contact  you  if  we  have  questions 
regarding  your  submission. 

To  submit  your  comment  online,  go  to 
http://www.regulations.gov,  select  the 
Advanced  Docket  Search  option  on  the 
right  side  of  the  screen,  insert  “USCG- 
2009-0529’’  in  the  Docket  ID  box,  press 
Enter,  and  then  click  on  the  balloon 
shape  in  the  Actions  column.  If  you 
submit  your  comments  by  mail  or  hand 
delivery,  submit  them  in  an  unbound 
format,  no  larger  than  8V2  by  11  inches, 
suitable  for  copying  and  electronic 
filing.  If  you  submit  comments  by  mail 
and  would  like  to  know  that  they 
reached  the  Facility,  please  enclose  a 
stamped,  self-addressed  postcard  or 
envelope.  We  will  consider  all 
comments  and  material  received  during 
the  comment  period  and  may  change 
the  rule  based  on  your  comments. 

Viewing  Comments  and  Documents 

To  view  comments,  as  well  as 
documents  mentioned  in  this  preamble 
as  being  available  in  the  docket,  go  to 
http://www.regulations.gov,  select  the 
Advanced  Docket  Search  option  on  the 
right  side  of  the  screen,  insert  USCG— 
2009-0529  in  the  Docket  ID  box,  press 
Enter,  and  then  click  on  the  item  in  the 
Docket  ID  column.  You  may  also  visit 
the  Docket  Management  Facility  in 
Room  W12-140  on  the  ground  floor  of 
the  Department  of  Transportation  West 
Building,  1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  We  have  an 
agreement  with  the  Department  of 
Transportation  to  use  the  Docket 
Management  Facility. 

Privacy  Act 

Anyone  can  search  the  electronic 
form  of  comments  received  into  any  of 
our  dockets  by  the  name  of  the 
individual  submitting  the  comment  (or 
signing  the  comment,  if  submitted  on 
behalf  of  an  association,  business,  labor 
union,  etc.).  You  may  review  a  Privacy 
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Act  notice  regarding  our  public  dockets 
in  the  January  17,  2008  issue  of  the 
Federal  Register  (73  FR  3316). 

Public  Meeting 

We  do  not  now  plan  to  hold  a  public 
meeting.  But  you  may  submit  a  request 
for  one  using  one  of  the  four  methods 
specified  under  ADDRESSES.  Please 
explain  why  you  believe  a  public 
meeting  would  be  beneficial.  If  we 
determine  that  one  would  aid  this 
rulemaking,  we  will  hold  one  at  a  time 
and  place  announced  by  a  later  notice 
in  the  Federal  Register. 

Backgroimd  and  Purpose 

On  September  26,  2009,  the  Cape 
Charles  Renewal  Project  will  sponsor  a 
fireworks  display  on  the  Chesapeake 
Bay  shoreline  centered  on  position 
37°15'46"  N/076°01'30"  W  (NAD  1983). 
Due  to  the  need  to  protect  mariners  and 
spectators  from  the  hazards  associated 
with  the  fireworks  display,  the  United 
States  Coast  Guard  proposes  restricting 
access  within  280  feet  of  the  fireworks 
launch  site. 

Discussion  of  Proposed  Rule 

The  Coast  Guard  proposes 
establishing  a  safety  zone  on  the 
navigable  waters  of  the  Chesapeake  Bay 
within  280  feet  of  position  37°15'46"  N/ 
076°01'30"  W  (NAD  1983).  This  safety 
zone  would  be  established  in  the 
vicinity  of  the  Cape  Charles  Town 
Harbor,  Cape  Charles,  VA  on  September 
26,  2009.  In  the  interest  of  public  safety, 
access  to  the  safety  zone  would  be 
restricted  from  8  p.m.  to  8:30  p.m.  on 
September  26,  2009.  Except  for 
participants  and  vessels  authorized  by 
the  Coast  Guard  Captain  of  the  Port  or 
his  representative,  no  person  or  vessel 
would  be  authorized  to  enter  or  remain 
in  the  regulated  area. 

Regulatory  Analyses 

We  developed  this  proposed  rule  after 
considering  numerous  statutes  and 
executive  orders  related  to  rulemaking. 
Below  we  summarize  our  analyses 
based  on  13  of  these  statutes  or 
executive  orders. 

Regulatory  Planning  and  Review 

This  proposed  rule  is  not  a  significant 
regulatory  action  under  section  3(f)  of 
Executive  Order  12866,  Regulatory 
Planning  and  Review,  and  does  not 
require  an  assessment  of  potential  costs 
and  benefits  under  section  6(a)(3)  of  that 
Order.  The  Office  of  Management  and 
Budget  has  not  reviewed  it  under  that 
Order.  Although  this  regulation  restricts 
access  to  the  safety  zone,  the  effect  of 
this  rule  would  not  be  significant 
because;  (i)  The  safety  zone  will  be  in 


effect  for  a  limited  duration;  (ii)  the 
zone  would  be  of  limited  size;  and  (iii) 
the  Coast  Guard  would  make 
notifications  via  maritime  advisories  so 
mariners  can  adjust  their  plans 
accordingly. 

Small  Entities 

Under  the  Regulatory  Flexibility  Act 
(5  U.S.C.  601-612),  we  have  considered 
whether  this  proposed  rule  would  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities. 

The  term  “small  entities”  comprises 
small  businesses,  not-for-profit 
organizations  that  are  independently 
owned  and  operated  and  are  not 
dominant  in  their  fields,  and 
governmental  jurisdictions  with 
populations  of  less  than  50,000. 

The  Coast  Guard  certifies  under  5 
U.S.C.  605(b)  that  this  proposed  rule 
would  not  have  a  significant  economic 
impact  on  a  substantial  number  of  small 
entities.  This  rule  may  affect  the 
following  entities,  some  of  which  may 
be  small  entities:  The  owners  or 
operators  of  vessels  intending  to  transit 
or  anchor  within  the  specified  zone  . 
during  the  enforcement  periods. 

The  safety  zone  would  not  have  a 
significant  economic  impact  on  a 
substantial  number  of  small  entities 
because  the  zone  would  only  be 
enforced  for  a  limited  time  and  is  of 
limited  size.  Additionally,  vessel  traffic 
can  pass  safely  around  the  zone.  Before 
the  effective  period,  maritime  advisories 
would  be  issued  and  made  widely 
available  to  waterway  users. 

If  you  think  that  your  business, 
organization,  or  governmental 
jurisdiction  qualifies  as  a  small  entity 
and  that  this  rule  would  have  a 
significant  economic  impact  on  it, 
please  submit  a  comment  (see 
ADDRESSES)  explaining  why  you  think  it 
qualifies  and  how  and  to  what  degree 
this  rule  would  economically  affect  it. 

Assistance  for  Small  Entities 

Under  section  213(a)  of  the  Small 
Business  Regulatory  Enforcement 
Fairness  Act  of  1996  (Pub.  L.  104-121), 
we  want  to  assist  small  entities  in 
understanding  this  proposed  rule  so  that 
they  can  better  evaluate  its  effects  on 
them  and  participate  in  the  rulemaking. 
If  the  rule  .would  affect  your  small 
business,  organization,  or  governmental 
jurisdiction  and  you  have  questions 
concerning  its  provisions  or  options  for 
compliance,  please  contact  LT  Tiffany 
Duffy.  The  Coast  Guard  will  not  retaliate 
against  small  entities  that  question  or 
complain  about  this  proposed  rule  or 
any  policy  or  action  of  the  Coast  Guard. 


Collection  of  Information 

This  proposed  rule  would  call  for  no 
new  collection  of  information  under  the 
Paperwork  Reduction  Act  of  1995  (44 
U.S.C.  3501-3520). 

Federalism 

A  rule  has  implications  for  federalism 
under  Executive  Order  13132, 
Federalism,  if  it  has  a  substantial  direct 
effect  on  State  or  local  governments  and 
would  either  preempt  State  law  or 
impose  a  substantial  direct  cost  of 
compliance  on  them.  We  have  analyzed 
this  proposed  rule  under  that  Order  and 
have  determined  that  it  does  not  have 
implications  for  federalism. 

Unfunded  Mandates  Reform  Act 

The  Unfunded  Mandates  Reform  Act 
of  1995  (2  U.S.C.  1531-1538)  requires 
Federal  agencies  to  assess  the  effects  of 
their  discretionary  regulatory  actions.  In 
particular,  the  Act  addresses  actions 
that  may  result  in  the  expenditure  by  a 
State,  local,  or  tribal  government,  in  the 
aggregate,  or  by  the  private  sector  of 
$100,000,000  or  more  in  any  one  year. 
Though  this  proposed  rule  would  not 
result  in  such  an  expenditure,  we  do 
discuss  the  effects  of  this  rule  elsewhere 
in  this  preamble. 

Taking  of  Private  Property 

This  proposed  rule  would  not  effect  a 
taking  of  private  property  or  otherwise 
have  taking  implications  under 
Executive  Order  12630,  Governmental 
Actions  and  Interference  with 
Constitutionally  Protected  Property 
Rights. 

Civil  Justice  Reform 

This  proposed  rule  meets  applicable 
standards  in  sections  3(a)  and  3(b)(2)  of 
Executive  Order  12988,  Civil  Justice 
Reform,  to  minimize  litigation, 
eliminate  ambiguity,  and  reduce 
burden. 

Protection  of  Children 

We  have  analyzed  this  proposed  rule 
under  Executive  Order  13045, 

Protection  of  Children  from 
Environmental  Health  Risks  and  Safety 
Risks.  This  rule  is  not  an  economically 
significant  rule  and  would  not  create  an 
environmental  risk  to  health  or  risk  to 
safety  that  might  disproportionately 
affect  children. 

Indian  Tribal  Governments 

This  proposed  rule  does  not  have 
tribal  implications  under  Executive 
Order  13175,  Consultation  and 
Coordination  with  Indian  Tribal 
Governments,  because  it  would  not  have 
a  substantial  direct  effect  on  one  or 
more  Indian  tribes,  on  the  relationship 
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between  the  Federal  Government  and 
Indian  tribes,  or  on  the  distribution  of 
power  and  responsibilities  between  the 
Federal  Government  and  Indian  tribes. 

Energy  Effects 

We  have  analyzed  this  proposed  rule 
under  Executive  Order  13211,  Actions 
Concerning  Regulations  That 
Significantly  Affect  Energy  Supply, 
Distribution,  or  Use.  We  have 
determined  that  it  is  not  a  “significant 
energy  action”  under  that  order  because 
it  is  not  a  “significant  regulatory  action” 
under  Executive  Order  12866  and  is  not 
likely  to  have  a  significant  adverse  effect 
on  the  supply,  distribution,  or  use  of 
energy.  The  Administrator  of  the  Office 
of  Information  and  Regulatory  Affairs 
has  not  designated  it  as  a  significant 
energy  action.  Therefore,  it  does  not 
require  a  Statement  of  Energy  Effects 
under  Executive  Order  13211. 

Technical  Standards 

The  National  Technology  Transfer 
and  Advancement  Act  (NTTAA)  (15 
U.S.C.  272  note)  directs  agencies  to  use 
voluntary  consensus  standards  in  their 
regulatory  activities  unless  the  agency 
provides  Congress,  through  the  Office  of 
Management  and  Budget,  with  an 
explanation  of  why  using  these 
standards  would  be  inconsistent  with 
applicable  law  or  otherwise  impractical. 
Voluntary  consensus  standards  are 
technical  standards  [e.g.,  specifications 
of  materials,  performance,  design,  or 
operation;  test  methods;  sampling 
procedures;  and  related  management 
systems  practices)  that  are  developed  or 
adopted  by  voluntary  consensus 
standards  bodies. 

This  proposed  rule  does  not  use 
technical  standards.  Therefore,  we  did 
not  consider  the  use  of  voluntary 
consensus  standards. 

Environment 

We  have  analyzed  this  proposed  rule 
under  Department  of  Homeland 
Security  Management  Directive  023-01 
and  Commandant  Instruction 
M16475.1D,  which  guide  the  Coast 
Guard  in  complying  with  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  U.S.C.  4321-4370f),  and 
have  made  a  preliminary  determination 
that  this  action  is  one  of  a  category  of 
actions  which  do  not  individually  or 
cumulatively  have  a  significant  effect  on 
the  h\unan  environment.  A  preliminary 
enviroiunental  analysis  checklist 
supporting  this  determination  is 
available  in  the  docket  where  indicated 
under  ADDRESSES.  This  proposed  rule 
involves  establishing  a  safety  zone 
aroimd  a  fireworks  display.  The 
fireworks  will  be  launched  from  a  land 


area,  however  some  fallout  may  enter 
the  water  within  a  280  foot  radius  of  the 
launching  site.  This  zone  is  designed  to 
protect  mariners  firom  the  hazards 
associated  with  fireworks  displays.  We 
seek  any  comments  or  information  that 
may  lead  to  the  discovery  of  a 
significant  environmental  impact  from 
this  proposed  rule. 

List  of  Subjects  in  33  CFR  Part  165 

Harbors,  Marine  safety.  Navigation 
(water).  Reporting  and  recordkeeping 
requirements.  Security  measures. 
Waterways. 

For  the  reasons  discussed  in  the 
preamble,  the  Coast  Guard  proposes  to 
amend  33  CFR  part  165  as  follows: 

PART  165— REGULATED  NAVIGATION 
AREAS  AND  LIMITED  ACCESS  AREAS 

1.  The  authority  citation  for  part  165 
continues  to  read  as  follows: 

Authority:  33  U.S.C.  1226, 1231;  46  U.S.C. 
Chapter  701,  3306,  3703;  50  U.S.C.  191, 195; 
33  CFR  1.05-1,  6.04-1,  6.04-6  and  160.5; 
Public  Law  107-295, 116  Stat.  2064; 
Department  of  Homeland  Security  Delegation 
No.  0170.1. 

2.  Add  temporary  §  165.T05-0529,  to 
read  as  follows: 

§  1 65.T05-0529  Safety  Zone:  Cape  Charles 
Tomato  Festival  Fireworks  Event, 
Chesapeake  Bay,  Cape  Charles,  VA. 

(a)  Regulated  area.  The  following  area 
is  a  safety  zone:  All  navigable  waters 
within  280  feet  of  position  37°15'46"  N/ 
076°01'30"  W  (NAD  1983),  in  the 
vicinity  of  the  Cape  Charles  Town 
Harbor  in  Cape  Charles,  VA. 

(b)  Definitions.  As  used  in  this 
section.  Captain  of  the  Port 
Representative  means  any  U.S.  Coast 
Guard  commissioned,  warrant  or  petty 
officer  who  has  been  authorized  by  the 
Captain  of  the  Port,  Hampton  Roads, 
Virginia  to  act  on  his  behalf. 

(c)  Regulations.  (1)  In  accordance  with 
the  general  regulations  in  §  165.23  of 
this  part,  entry  into  this  zone  is 
prohibited  unless  authorized  by  the 
Captain  of  the  Port,  Hampton  Roads  or 
his  designated  representatives. 

(2)  The  operator  of  any  vessel  in  the 
immediate  vicinity  of  this  safety  zone 
shall: 

(i)  Stop  the  vessel  immediately  upon 
being  directed  to  do  so  by  any 
commissioned,  warrant  or  petty  officer 
on  shore  or  on  board  a  vessel  that  is 
displaying  a  U.S.  Coast  Guard  Ensign. 

(ii)  Proceed  as  directed  by  any 
commissioned,  warrant  or  petty  officer 
on  shore  or  on  board  a  vessel  that  is 
displaying  a  U.S.  Coast  Guard  Ensign. 

(3)  The  Captain  of  the  Port,  Hampton 
Roads  and  the  Sector  Duty  Officer  at 


Sector  Hampton  Roads  in  Portsmouth, 
Virginia  can  be  contacted  at  telephone 
number  (757)  668-5555. 

(4)  The  Captain  of  the  Port 
Representative  enforcing  the  safety  zone 
can  be  contacted  on  VHF-FM  marine 
band  radio,  channel  13  (156.65Mhz)  and 
channel  16  (l56.8Mhz). 

(d)  Enforcement.  The  U.S.  Coast 
Guard  may  be  assisted  in  the  patrol  and 
enforcement  of  the  zone  by  Federal, 
State,  and  local  agencies. 

(e)  Enforcement  period.  This  rule  is 
effective  on  September  26,  2009  from  8 
p.m.  to  8:30  p.m. 

Dated:  June  30,  2009. 

M.S.  Ogle, 

Captain,  U.S.  Coast  Guard,  Captain  of  the 
Port  Hampton  Roads. 

[FR  Doc.  E9-17101  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-15-P 


ENVIRONMENTAL  PROTECTION 
AGENCY 

40  CFR  Part  300 

[EPA-HQ-SFUND-2009-0466;  FRL-8932-6] 

National  Oil  and  Hazardous  Substance 
Pollution  Contingency  Plan;  National 
Priorities  List 

AGENCY:  Environmental  Protection 
Agency. 

ACTION:  Notice  of  intent  to  delete  the 
Central  Wood  Preserving  Company 
Superfund  Site  from  the  National 
Priorities  List. 


SUMMARY:  The  Environmental  Protection 
Agency  (EPA)  Region  6  is  issuing  a 
notice  of  intent  to  delete  Central  Wood 
Preserving  Company  Superfund  Site 
(Site)  located  in  East  Feliciana  Parish, 
Louisiana,  fi:om  the  National  Priorities 
List  (NPL)  and  requests  public 
comments  on  this  proposed  action.  The 
NPL,  promulgated  pursuant  to  section 
105  of  the  Comprehensive 
Environmental  Response, 

Compensation,  and  Liability  Act 
(CERCLA)  of  1980,  as  amended,  is  an 
appendix  of  the  National  Oil  and 
Hazardous  Substances  Pollution 
Contingency  Plan  (NCP).  The  EPA  and 
the  State  of  Louisiana,  through  the 
Louisiana  Department  of  Environmental 
Quality,  have  determined  that  all 
appropriate  response  actions  under 
CERCLA,  other  than  operation  and 
maintenance  and  five-year  reviews, 
have  been  completed.  However,  this 
deletion  does  not  preclude  future 
actions  under  Superfund. 

'DATES:  Comments  must  be  received  by 
August  19,  2009. 
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ADDRESSES:  Submit  your  comments, 
identified  by  Docket  ID  no.  EPA-HQ- 
SFUND-2009-0466,  by  one  of  the 
following  methods: 

•  http://www.regulations.gov.  Follow 
on-line  instructions  for  submitting 
comments. 

•  E-mail:  goId.david@epa.gov. 

•  Fax;  (214)  665-6660. 

•  Mail:  David  Gold,  Community 
Involvement  Coordinator  (6SF-VO), 

U.S.  Environmental  Protection  Agency, 
Region  6,  1445  Ross  Avenue,  Dallas, 
Texas  75202-2733,  telephone  (214) 
665-7118  toll-free  (800)  533-3508. 

•  Hand  delivery:  U.S.  Environmental 
Protection  Agency,  Region  6, 1445  Ross 
Avenue,  Dallas,  Texas  75202-2733. 

Such  deliveries  are  only  accepted 
during  the  Docket’s  normal  hours  of 
operation,  and  special  arrangements 
should  be  made  for  deliveries  of  boxed 
information. 

Instructions:  Direct  your  comments  to 
Docket  ID  no.  EPA-HQ-SFUND-2009- 
0466.  EPA’s  policy  is  that  all  comments 
received  will  be  included  in  the  public 
docket  without  change  and  may  be 
made  available  online  at  http:// 
www.reguIations.gov,  including  any 
personal  information  provided,  unless 
the  comment  includes  information 
claimed  to  be  Confidential  Business 
Information  (CBI)  or  other  information 
whose  disclosure  is  restricted  by  statute. 
Do  not  submit  information  that  you 
consider  to  be  CBI  or  otherwise 
protected  through  http:// 
www.reguIations.gov  or  e-mail.  The 
http://www.regulations.gov\^eh  site  is 
an  “anonymous  access”  system,  which 
means  EPA  will  not  know  your  identity 
or  contact  information  unless  you 
provide  it  in  the  body  of  your  comment. 
If  you  send  an  e-mail  comment  directly 
to  EPA  without  going  through  http:// 
www.reguIations.gov,  your  e-mail 
address  will  be  automatically  captured 
and  included  as  part  of  the  comment 
that  is  placed  in  the  public  docket  and 
made  available  on  the  Internet.  If  you 


submit  an  electronic  comment,  EPA 
recommends  that  you  include  your 
name  and  other  contact  information  in 
the  body  of  your  comment  and  with  any 
disk  or  CD-ROM  you  submit.  If  EPA 
cannot  read  your  comment  due  to 
technical  difficulties  and  cannot  contact 
you  for  clarification,  EPA  may  not  be 
able  to  consider  your  comment. 
Electronic  files  should  avoid  the  use  of 
special  characters,  any  form  of 
encryption,  and  be  free  of  any  defects  or 
viruses. 

Docket 

All  documents  in  the  docket  are  listed 
in  the  http://www.regulqtions.gov  index. 
Although  listed  in  the  index,  some 
information  is  not  publicly  available, 
e.g.,  CBI  or  other  information  whose 
disclosure  is  restricted  by  statue.  Certain 
other  material,  such  as  copyrighted 
material,  will  be  publicly  available  only 
in  the  hard  copy.  Publicly  available 
docket  materials  are  available  either 
electronically  in  http:// 
www.regulations.gov  or  in  hard  copy  at; 

U.S.  EPA,  Region  6,  by  appointment 
in  the  7th  Floor  Reception  Area,  1445 
Ross  Ave.  Dallas,  TX  75202-2722,  (214) 
665-7525,  Monday  through  Fliday  9 
a.m.  to  4  p.m;  Audubon  Regional 
Library  Clinton  Branch,  12220 
Woodville  Street,  Clinton,  LA  70722 
(225)  683-8753  Monday  through 
Thursday  9  a.m.  to  5  p.m,  Friday  9  a.m. 
to  3  p.m,  and  Saturday  9  a.m.  to  1  p.m; 

Louisiana  Department  of 
Environmental  Quality,  Galvez 
Building,  602  North  Fifth  Street,  Baton 
Rouge,  LA  70802,  (225)  219-5337 
Monday  through  Friday  8  a.m.  to  4:30 
p.m. 

FOR  FURTHER  INFORMATION  CONTACT: 

Laura  Stankosky,  Remedial  Project 
Manager  (RPM)  (6SF-RL), 
[stankosky.Iaura@epa.gov)  U.S. 
Environmental  Protection  Agency, 
Region  6, 1445  Ross  Avenue,  Dallas, 
Texas  75202-2733,  telephone  (214) 
665-7525  or  toll-free  (800)  533-3508. 


SUPPLEMENTARY  INFORMATION:  In  the 

“Rules  and  Regulations”  Section  of 
today’s  Federal  Register,  we  are 
publishing  a  direct  final  Notice  of 
Deletion  of  the  Central  Wood  Preserving 
Superfund  Site  Superfund  Site  without 
prior  Notice  of  Intent  to  Delete  because 
we  view  this  as  a  noncontroversial 
revision  and  anticipate  no  adverse 
comment.  We  have  explained  our 
reasons  for  this  deletion  in  the  preamble 
to  the  direct  final  Notice  of  Deletion, 
and  those  reasons  are  incorporated 
herein.  If  we  receive  no  adverse 
comment(s)  on  this  deletion  action,  we 
will  not  take  further  action  on  this 
Notice  of  Intent  to  Delete.  If  we  receive 
adverse  comment(s),  we  will  withdraw 
the  direct  final  Notice  of  Deletion,  and 
it  will  not  take  effect.  We  will,  as 
appropriate,  address  all  public 
comments  in  a  subsequent  final  Notice 
of  Deletion  based  on  this  Notice  of 
Intent  to  Delete.  We  will  not  institute  a 
second  comment  period  on  this  Notice 
of  Intent  to  Delete.  Any  parties 
interested  in  commenting  must  do  so  at 
this  time.  For  additional  information, 
see  the  direct  final  Notice  of  Deletion 
which  is  located  in  the  Rules  section  of 
this  Federal  Register. 

List  of  Subjects  in  40  CFR  Part  300 

Environmental  protection,  Air 
pollution  control.  Chemicals,  Hazardous 
waste.  Hazardous  substances. 
Intergovernmental  relations.  Penalties, 
Reporting  and  recordkeeping 
requirements,  Superfund,  Water 
pollution  control.  Water  supply. 

Authority:  33  U.S.C.  1321(c)(2);  42  U.S.C. 
9601-9657;  E.O.  12777,  56  FR  54757,  3  CFR, 
1991  Comp.,  p.  351;  E.O.  12580,  52  FR  2923; 
3  CFR,  1987  Comp.,  p.  193.  ' 

Dated:  July  10,  2009. 

Lawrence  E.  Starfield, 

Acting  Regional  Administrator,  Region  6. 

[FR  Doc.  E9-17172  Filed  7-17-09;  8:45  am] 
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This  section  of  the  FEDERAL  REGISTER 
contains  documents  other  than  rules  or 
proposed  rules  that  are  applicable  to  the 
public.  Notices  of  hearings  and  investigations, 
committee  meetings,  agency  decisions  and 
rulings,  delegations  of  authority,  filing  of 
petitions  and  applications  and  agency 
statements  of  organization  and  functions  are 
examples  of  documents  appearing  in  this 
section. 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  0MB  Review; 

Comment  Request 

July  14,  2009. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13.  Comments 
regarding  (a)  whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to:  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

OIRA_Submission@OMB.EOP.GOV  or 
fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250- 
7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copiqs  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8681. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information  . 
unless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  are  not  required  to  respond  to 


the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

Rural  Utilities  Service 

Title:  Request  for  Approval  to  Sell 
Capital  Assets. 

OMB  Control  Number:  0572-0020. 

Summary-  of  Collection:  The  Rural 
Utilities  Service  (RUS)  is  a  credit  agency 
of  the  U.S.  Department  of  Agriculture 
(USDA).  It  makes  mortgage  loans  and 
loan  guarantees  to  finance  electric,  . 
telecommunications,  and  water  and 
waste  facilities  in  rural  areas.  In 
addition  to  providing  loans  and  loan 
guarantees,  one  of  RUS’  main  objectives 
is  to  safeguard  loan  security  until  the 
loan  is  repaid.  Accordingly,  RUS 
manages  loan  programs  in  accordance 
with  the  Rural  Electrification  Act  of 
1936,  7  U.S.C.  901  et  seq.,  as  amended, 
(RE  ACT)  and  as  prescribed  by  Office  of 
Management  and  Budget  (OMB) 

Circular  A-129,  Policies  for  Federal 
Credit  Programs  and  Non-Tax 
Receivables,  which  states  that  agencies 
must,  based  on  a  review  of  a  loan 
application,  determine  that  an  applicant 
complies  with  statutory,  regulatory,  and 
administrative  eligibility  requirements 
for  loan  assistance. 

Need  and  Use  of  the  Information: 

RUS  borrower  will  use  form  369, 
Request  for  Approval  to  sell  capital 
assets,  to  seek  agency  permission  to  sell 
some  of  its  assets.  The  form  is  used  to 
collect  detailed  information  regarding 
the  proposed  sale  of  a  portion  of  the 
borrower’s  systems.  RUS  will  collect 
information  to  determine  whether  or  not 
the  agency  should  approve  a  sale  and 
also  to  keep  track  of  what  property 
exists  to  secure  the  loan.  If  the 
information  in  Form  369  is  not  collected 
when  capital  assets  are  sold,  the  capital 
assets  securing  the  Government’s  loans 
could  be  liquidated  and  the 
Government’s  security  either  eliminated 
entirely  or  diluted  to  an  undesirable 
level. 

Description  of  Respondents:  Not-for- 
profit  institutions;  Business  or  other  for- 
profit. 

Number  of  Respondents:  5. 

Frequency^  of  Responses: 
Recordkeeping;  Reporting;  On  occasion. 

Total  Burden  Hours:  15. 

Rural  Utilities  Service 

Title:  Certification  of  Authority. 

OMB  Control  Number:  0572-0074. 


Summary  of  Collection:  The  Rural 
Utilities  Service  (RUS)  is  a  credit  agency 
of  the  U.S.  Department  of  Agriculture 
(USDA).  It  makes  mortgage  loans  and 
loan  guarantees  to  finance  electric, 
telecommunications,  and  water  and 
waste  facilities  in  rural  areas.  Rural 
Electrification  Act  of  1936,  7  U.S.C.  901 
et  seq,  as  amended,  (RE  ACT)  and  as 
prescribed  by  Office  of  Management  and 
Budget  (OMB)  Circular  A-129,  Policies 
for  Federal  Credit  Programs  and  Non- 
Tax  Receivables,  which  states  that 
agencies  must,  based  on  a  review  of  a 
loan  application,  determine  that  an 
applicant  complies  with  statutory, 
regulatory,  and  administrative  eligibility 
requirements  for  loan  assistance.  A 
major  factor  in  managing  loan  programs 
is  controlling  the  advancement  of  funds. 
RUS  Form  675  allows  this  control  to  be 
achieved  by  providing  a  list  of 
authorized  signatures  against  which 
signatures  requesting  funds  are 
compared. 

Need  and  Use  of  the  Information: 

RUS  will  collect  information  to  ensure 
that  only  authorized  representatives  of 
the  borrower  sign  the  lending 
requisition  form.  Without  the 
information  RUS  would  not  know  if  the 
request  for  a  loan  advance  was 
legitimate  or  not  and  so  the  potential  for 
waste,  loss,  unauthorized  use,  and 
misappropriation  would  be  increased. 

Description  of  Respondents:  Not-for- 
profit  institutions;  Business  or  otherfor- 
profit. 

Number  of  Respondents:  250. 

Frequency  of  Responses:  Reporting: 
On  occasion. 

Total  Burden  Hours:  25. 

Rural  Utilities  Service 

Title:  7  CFR  1-717  subpart  D,  Mergers 
and  Consolidations  of  Electric 
Borrowers. 

OMB  Control  Number:  0572-0114. 

Summary  of  Collection:  The  Rural 
Utilities  Service  (RUS)  is  a  credit  agency 
of  the  U.S.  Department  of  Agriculture.  It 
makes  mortgage  loans  and  loan 
guarantees  to  finance  electric, 
telecommunications,  water  and  waste 
and  water  facilities  in  rural  areas.  Loan 
programs  are  managed  in  accordance 
with  the  Rural  Electrification  Act  (RE 
Act)  of  1936,  7  U.S.C.  901  et  seq.,  as 
amended  and  as  prescribed  by  the 
Office  of  Management  and  Budget 
(OMB)  Circular  A-129,  Policies  for 
Federal  Credit  Programs  and  Non-tax 
Receivables,  which  states  that  agencies 


35156 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 /Notices 


must,  based  on  a  review  of  a  loan 
application,  determine  that  an  applicant 
complies  with  statutory,  regulatory,  and 
administrative  eligibility  requirements 
for  loan  assistance. 

Need  and  Use  of  the  Information: 

RUS  will  collect  information  to 
streamline  procedures  and  allow 
borrowers  the  flexibility  to  meet  new 
business  challenges  and  opportunities. 
The  information  is  necessary  for  RUS  to 
conduct  business  with  successor  entity 
while  protecting  the  security  of 
Government  loans  and  avoiding  defaults 
and  to  grant  merger  approval  when 
required. 

Description  of  Respondents:  Business 
or  other  for-profit. 

Number  of  Respondents:  12. 

Frequency  of  Responses:  Reporting: 

On  occasion. 

Total  Burden  Hours:  170. 

Rural  Utility  Service 

Title:  7  CFR  part  1755, 
Telecommunications  Standards  and 
Specifications. 

OMR  Control  Number:  0572-0132. 

Summary  of  Collection:  7  CFR  part 
1755  establishes  Agency  policy  that 
materials  and  equipment  purchased  by 
telecommunications  borrowers  or 
accepted  as  contractor-furnished 
material  must  conform  to  performance 
specifications  where  they  have  been 
established  and,  if  included  in  IP  344- 
02,  “List  of  Materials  Acceptable  for  Use 
on  Telecommunications  Systems  of  RUS 
Borrowers”,  must  be  selected  from  that 
list  or  must  have  received  technical 
acceptance  from  the  Rural  Utility 
Service  (RUS).  To  protect  the  security  of 
loans  and  to  ensure  that  the 
telecommunications  services  provided 
to  rural  Americans  are  comparable  to 
those  offered  in  urban  and  suburban 
areas,  RUS  establishes  the  minimum 
acceptable  performance  criteria  for 
materials  and  equipment  to  be 
employed  on  telecommunications 
system  financed  by  the 
Telecommunications  Program. 
Manufacturers,  wishing  to  sell  their 
products  to  Telecommunications 
borrowers,  request  consideration  for 
acceptance  of  their  products  and  submit 
data  demonstrating  their  products’ 
compliance  with — Telecommunications 
performance  specifications  or — selected 
industry  specifications. 

Need  and  Use  of  the  Information: 

RUS  will  evaluate  the  data  to  determine 
that  the  quality  of  the  products  is 
acceptable  and  that  their  use  will  not 
jeopardize  loan  security.  The 
information  is  closely  reviewed  to  be 
certain  that  test  data,  product 
dimensions  and  product  material 
compositions  fully  comply  with  RUS 


performance  specifications  or  that  have 
been  established  for  the  particular 
product. 

Description  of  Respondents:  Business 
or  other  for-profit;  Not-for-profit 
institutions. 

Number  of  Respondents:  47. 

Frequency  of  Response:  Reporting:  On 
occasion. 

Total  Burden  Hours:  1,700. 

Rural  Utility  Service 

Titie;  Telecommunications  Field 
Trials. 

OMB  Control  Number:  0572-0133. 

Summary  of  Collection:  Title  7  CFR 
part  1755.3  prescribes  the  conditions 
and  provision  of  a  field  trial.  Field  trials 
are  contractual  obligations  that  a 
manufacturer  and  Rural  Utility  Service 
(RUS)  telecommunications  borrower 
enter  into.  They  consist  of  limited  field 
installation  of  a  qualifying  product  in 
closely  monitored  situations  designed  to 
determine,  to  RUS’  satisfaction,  the 
products’  effectiveness  under  actual 
field  conditions.  RUS  will  use  field 
trials  as  a  means  for  determining  the 
operational  effectiveness  of  a  new  or 
revised  product  where  such  experience 
does  not  already  exist.  Field  trial 
process  allows:  Manufacturers  a  means 
of  immediate  access  to  the  RUS 
borrower  market,  RUS  borrowers 
opportunity  to  immediately  utilize 
advance  products,  and  provides  for  RUS 
a  means  to  safely  obtain  necessary 
information  on  technically  advanced 
products  which  will  address  the 
products’  suitability  for  use  in  the  harsh 
environment  of  rural  America. 

Need  and  Use  of  the  Information: 

RUS  will  use  various  forms  to  enter  into 
contractual  obligations,  to  establish  an 
agreement  by  RUS,  the  manufacturer 
and  a  borrower,  or  identify  the 
product(s)  that  are  under  field  trial. 
Telecommunication  borrowers  who 
participate  in  field  trials  do  so  on  a 
volxmtary  basis.  The  information  is 
closely  reviewed  to  determine  that -the 
products  comply  with  the  established 
RUS  standards  and  specifications  and 
that  the  products  are  otherwise 
acceptable  for  use  on  rural 
teleconununications  systems.  Without 
this  information,  RUS  has  no  means  of 
determining  the  acceptability  of 
advanced  technology  in  a  manner  that  is 
timely  enough  for  RUS  borrowers  to 
take  advantage  of  the  improved  benefits 
and  promise  that  such  products  may 
provide  for  rural  America. 

Description  of  Respondents:  Business 
or  other  for-profit;  Not-for-profit 
institutions. 

Number  of  Respondent:  lA. 

Frequency  of  Responses:  Reporting: 
On  occasion. 


Total  Burden  Hours:  378. 

Charlene  Parker, 

Departmental  Information  Collection 
Clearance  Officer. 

[FR  Doc.  E9-17114  Filed  7-17-09;  8:45  am] 
BILLING  CODE  3410-15-P 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  OMB  Review; 

Comment  Request 

July  15,  2009. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104—13.  Comments 
regarding  (a)  Whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to:  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

01RA_Submission@OMB.EOP.GOV  or 
fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250- 
7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8681. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information 
imless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  cure  not  required  to  respond  to 
the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

Agricultural  Marketing  Service 

Title:  Regulations  Governing 
Inspection,  Certification,  and  Standards 
for  Fresh  Fruit,  Vegetables  and  Other 
Products — Audit  Services. 
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OMB  Control  Number:  0581-NEW. 

Summary  of  Collection ;  The 
Agricultural  Marketing  Act  of  1946  as 
amended  7  U.S.C.  1621  et  seq. 
authorizes  the  Secretary  to  inspect  and 
certify  the  quality  of  agricultural 
products  and  collect  such  fees  as 
reasonable  to  cover  the  cost  of  services 
rendered.  The  Fresh  Products  Branch 
provides  nationwide  audit  and 
inspection  services  for  fresh  fruits,  , 
vegetables,  and  other  products  to 
growers,  shippers,  importers, 
processors,  sellers,  buyers,  and  other 
financially  interested  parties  on  a  “user 
fee”  basis.  The  use  of  these  services  is 
voluntary  and  is  made  available  only 
upon  request. 

Need  and  Use  of  the  Information: 
Information  is  needed  to  provide  audit 
services.  Agricultural  Marketing  Service 
will  collect  this  information  using  forms 
FV-237A  “Request  for  Audit  Services”, 
FV-651  “Agreement  for  Participation  in 
Audit  Verification  Programs”  and  FV- 
652  “Logo  Use  Request  for  Audit 
Programs.”  This  information  includes; 
Name  and  location  of  the  person  or 
company  requesting  the  audit,  the  type 
and  location  of  the  product  to  be 
audited,  the  type  of  audit  being 
requested  and  any  information  that  will 
identify  the  product  and/or  the 
location(s)  to  be  covered  by  the  audit. 

As  part  of  the  audit  process,  an  auditee’s 
documentation  must  be  made  available 
to  the  Fresh  Products  Branch  personnel 
for  review  to  show  conformance  to  the 
specific  audit  program. 

Description  of  Respondents:  Farms; 
Business  or  other  for-profit;  Not-for- 
profit  Institutions  and  State,  Local  or 
Tribal  Government. 

Number  of  Respondents:  2,000. 

Frequency  of  Responses:  Reporting; 
On  occasion. 

Total  Burden  Hours:  17,080. 

Charlene  Parker, 

Departmental  Information  Collection 
Clearance  Officer. 

(FR  Doc.  E9-17181  Filed  7-17-09;  8:45  am] 

•  BILLING  CODE  341l>-02-P 


DEPARTMENT  OF  AGRICULTURE 

Submission  for  OMB  Review; 
Comment  Request 

July  15,  2009. 

The  Department  of  Agriculture  has 
submitted  the  following  information 
collection  requirement(s)  to  OMB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 
Public  Law  104-13.  Comments 
regarding  (a)  Whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 


agency,  including  whether  the 
information  will  have  practical  utility; 

(b)  the  accuracy  of  the  agency’s  estimate 
of  burden  including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  (d)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  should  be  addressed  to;  Desk 
Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget 
(OMB), 

OIRA_Submission@OMB.EOP.GOV  or 
fax  (202)  395-5806  and  to  Departmental 
Clearance  Office,  USDA,  OCIO,  Mail 
Stop  7602,  Washington,  DC  20250- 
7602.  Comments  regarding  these 
information  collections  are  best  assured 
of  having  their  full  effect  if  received 
within  30  days  of  this  notification. 
Copies  of  the  submission(s)  may  be 
obtained  by  calling  (202)  720-8681. 

An  agency  may  not  conduct  or 
sponsor  a  collection  of  information 
unless  the  collection  of  information 
displays  a  currently  valid  OMB  control 
number  and  the  agency  informs 
potential  persons  who  are  to  respond  to 
the  collection  of  information  that  such 
persons  are  not  required  to  respond  to 
.  the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 

National  Agricultural  Statistics  Service 

Title:  Egg,  Chicken,  and  Turkey 
Surveys. 

OMB  Control  Number:  0535-0004. 

Summary  of  Collection:  The  primary 
function  of  the  National  Agricultural 
Statistics  Service  (NASS)  is  to  prepare 
and  issue  current  official  State  and 
national  estimates  of  crop  and  livestock 
production.  Thousands  of  farmers, 
ranchers,  agribusinesses  and  others 
voluntarily  respond  to  nationwide 
surveys  about  crops,  livestock,  prices, 
and  other  agricultural  activities. 
Estimates  of  egg,  chicken,  and  turkey 
production  are  in  an  integral  part  of  this 
program.  General  authority  for  these 
data  collection  activities  is  granted 
under  U.S.  Code  Title  7,  Section  2204. 
This  statue  specifies  the  “The  Secretary 
of  Agriculture  shall  procure  and 
preserve  all  information  concerning 
agriculture  which  she  can  obtain  *  *  * 
by  the  collection  of  statistics  *  *  *  and 
shall  distribute  them  among 
agriculturists”.  Information  published 
from  the  surveys  in  this  docket  is 
needed  by  USDA  economists  and 


government  policy  makers  to  ensure  the 
orderly  marketing  of  broilers,  turkeys 
and  eggs. 

Need  and  Use  of  the  Information: 
Statistics  on  these  poultry  products 
contribute  to  a  comprehensive  program 
of  keeping  the  government  and  poultry 
industry  abreast  of  anticipated  changes. 
All  of  the  poultry  reports  are  used  by 
producers,  processors,  feed  dealers,  and 
others  in  the  marketing  and  supply 
channels  as  a  basis  for  their  production 
and  marketing  decisions. 

Description  of  Respondents:  Farms; 
Business  or  other  for  profit. 

Number  of  Respondents:  6,753. 

Frequency  of  Responses:  Reporting; 
Weekly;  Monthly;  Annually. 

Total  Burden  Hours:  5,512. 

National  Agricultural  Statistics  Service 

Title:  List  Sampling  Frame  Survey. 

OMB  Control  Number:  0535-0140. 

Summary  of  Collection:  The  primary 
objective  of  the  National  Agricultural 
Statistics  Service  (NASS)  is  to  provide 
data  users  with  timely  and  reliable 
agricultural  production  and  economic 
statistics,  as  well  as  environmental  and 
specialty  agricultural  related  statistics. 
To  accomplish  this  objective,  NASS 
relies  heavily  on  the  use  of  sample 
surveys  statistically  drawn  from  “List 
Sampling  Frame.”  The  List  Sampling 
Frame  is  a  database  of  names  and 
addresses,  with  control  data,  that 
contains  the  components  values  from 
which  these  samples  can  be  drawn. 

Need  and  Use  of  the  Information: 

Data  from  criteria  surveys  are  used  to 
provide  control  data  for  new  records  on 
the  list  sampling  frame  this  information 
is  utilized  to  define  the  size  of 
operation,  define  sample  populations 
and  establish  eligibility  for  the  Census 
of  Agriculture.  New  names  and 
addresses  of  potential  farms  are 
obtained  on  a  regular  basis  from  growers 
associations,  other  government  agencies 
and  various  outside  sources.  This 
information  is  used  to  develop  efficient 
sample  designs,  which  allows  NASS  the 
ability  to  draw  reduced  sample  sizes 
from  the  originally  large  universe 
populations. 

Description  of  Respondents:  Farms. 

Number  of  Respondents:  500,000. 

Frequency  of  Responses:  Reporting: 
On  occasion. 

Total  Burden  Hours:  96,800. 

Charlene  Parker, 

Departmental  Information  Collection 
Clearance  Officer. 

[FR  Doc.  E9-17182  Filed  7-17-09;  8:45  am] 
BILLING  CODE  3410-20-P 
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DEPARTMENT  OF  AGRICULTURE 

Farm  Service  Agency 

Information  Collection  Request:  Highly 
Erodible  Land  Conservation  and 
Wetland  Conservation 

AGENCIES:  Farm  Service  Agency,  USDA. 
ACTION:  Notice:  request  for  comments. 

SUMMARY:  In  accordance  with  the 
Paperwork  Reduction  Act  of  1995,  the 
Farm  Service  Agency  (FSA)  is  seeking 
comments  from  all  interested 
individuals  and  organizations  on  an 
extension  of  a  currently  approved 
information  collection  associated  with 
Highly  Erodible  Land  Conservation  and 
Wetland  Conservation  certification 
requirements.  This  information  is 
collected  in  support  of  the  conservation 
compliance  provisions  of  Title  XII  of  the 
Food  Security  Act  of  1985  (the  1985 
Farm  Bill),  as  amended  by  the  Food, 
Conservation,  and  Energy  Act  of  2008 
(the  2008  Farm  Bill). 

OATES:  We  will  consider  comments  that 
we  receive  by  September  18,  2009. 
ADDRESSES:  We  invite  you  to  submit 
comments  on  this  notice.  In  your 
conunents,  include  date,  volume,  and 
page  number  of  this  issue  of  the  Federal 
Register.  Y ou  may  submit  comments  by 
any  of  the  following  methods: 

•  Mail:  Jan  Jamrog,  Program  Manager, 
Production,  Emergencies,  and 
Compliance  Division,  Farm  Service 
Agency,  United  States  Department  of 
Agriculture,  Room  4752-S,  STOP  0517, 
1400  Independence  Avenue,  SW., 
Washington,  DC  20250. 

•  E-mail:  JanJamrog@wdc.usda.gov. 

•  Fax:(202)  690-2130. 

You  may  also  send  comments  to  the 
Desk  Officer  for  Agriculture,  Office  of 
Information  and  Regulatory  Affairs, 
Office  of  Management  and  Budget, 
Washington,  DC  20503. 

FOR  FURTHER  INFORMATION  CONTACT:  Jan 
Jamrog,  Program  Manager,  (202)  690- 
0926. 

SUPPLEMENTARY  INFORMATION: 

Title:  Highly  Erodible  land 
Conservation  and  Wetland  Conservation 
Certification. 

OMB  Control  Number:  0560-0185. 

Expiration  Date  of  Approval:  January 
31,  2010. 

Type  of  Request:  Extension  of  a 
currently  approved  information 
collection. 

Abstract:  The  collection  of  this 
information  is  necessary  to  determine 
payment  eligibility  of  individuals  and 
entities  for  various  programs 
administered  by  the  USDA  including 
Conservation  Programs,  Price  Support 


Programs,  Direct  and  Counter  Cyclical 
Programs,  including  the  Average  Crop 
Revenue  Election  Program,  Aquacultiu’e 
and  Livestock  Grant  Programs,  Crop  and 
Livestock  Energy  Programs,  USDA  • 
Revenue  Programs,  Wildlife  Programs, 
Noninsured  Crop  Disaster  Assistance 
Program,  Disaster  Programs  and  Farm 
Loan  Programs.  Regulations  governing 
the  requirements  under  Title  XII  of  the 
Food  Security  Act  of  1985  (16  U.S.C. 
3801-3862),  as  amended  by  the  Food, 
Conservation,  and  Energy  Act  of  2008, 
relating  to  highly  erodible  lands  and 
wetlands  are  in  7  CFR  part  12.  In  order 
to  ensure  that  persons  who  request 
program  benefits  subject  to  conservation 
restrictions  obtain  the  necessary 
technical  assistance  and  are  informed 
regarding  the  compliance  requirements 
on  their  land,  information  is  collected 
with  regard  to  their  intended  activities 
on  their  land  which  could  affect  their 
eligibility  for  requested  USDA  benefits. 
Once  technical  determinations  are 
made,  producers  are  required  to  certify 
that  they  will  comply  with  the 
conservation  requirements  on  their  land  • 
to  maintain  their  eligibility  for  certain 
programs.  Persons  may  request  that 
certain  activities  be  exempt  according  to 
provisions  of  the  1985  Farm  Bill. 
Information  is  collected  from  those 
individuals  who  seek  these  exemptions 
for  the  purpose  of  evaluating  whether 
the  exempted  conditions  will  be  met. 
Forms  AD-1026,  AD-1026B,  AD-1026- 
C,  AD-1026D,  AD-1068,  AD-1069, 
CCC-21,  and  FSA-492  are  being  used 
for  making  determinations  in  this 
information  collection.  The  forms  are 
not  required  to  be  completed  on  an 
annual  basis. 

Estimate  of  Burden:  Public  reporting 
burden  for  this  collection  of  information 
is  estimated  to  average  10  minutes  per 
response.  The  average  travel  time, 
which  is  included  in  the  total  annual 
burden,  is  estimated  to  be  1  hour  per 
respondent. 

Respondents:  Individuals  and  entities. 

Estimated  Number  Respondents: 
262,788. 

Estimated  Number  of  Responses  per 
Respondent:  1. 

Estimated  Total  Annual  Burden 
Hours:  262,  346. 

We  are  requesting  comments  on  all 
aspects  of  this  information  collection, 
including  the  following,  to  help  us  to: 

(1)  Evmuate  whether  the  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility: 

(2)  Eveduate  the  accuracy  of  the 
agency’s  estimate  of  burden  including 
the  validity  of  the  methodology  and 
assumptions  used: 


(3)  Enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected: 

(4)  Minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  through  the 
use  of  appropriate  automated, 
electronic,  mechanical,  or  other 
technological  collection  techniques  or 
other  forms  of  information  technology. 

All  responses  to  this  Notice  will  be 
summarized  and  included  in  the 
information  collection  request  for  Office 
of  Management  and  Budget  approval. 
All  comments  will  also  become  a  matter 
of  public  record. 

Signed  at  Washington,  DC,  on  July  13, 
2009. 

Jonathan  Coppess, 

Administrator,  Farm  Service  Agency. 

[FR  Doc.  E9-17130  Filed  7-17-09;  8:45  am] 
BILLING  CODE  341(M>S-P 


DEPARTMENT  OF  AGRICULTURE 

Federal  Crop  Insurance  Corporation 

Funding  Opportunity  Titie:  Crop 
insurance  Education  in  Targeted 
States  (Targeted  States  Program) 

Announcement  Type:  Modification — 
Competitive  Cooperative  Agreements. 
This  announcement  modifies  the 
Request  for  Application  Notice 
published  in  the  Federal  Register,  April 
8,  2009  (Vol.  74,  No.  66,  Pages  15921- 
15929).  The  DATES  and  SUMMARY 
portions  have  been  modified. 

CFDA  Number:  10.458. 

DATES:  Applications  are  due  5  p.m.  EDT, 
August  4,  2009. 

SUMMARY:  The  following  paragraph  has 
been  added  to  the  beginning  of  the 
SUMMARY  portion  of  the  April  8,  2009, 
Federal  Register  Notice;  The  Risk 
Management  Agency  (RMA)  did  not 
receive  complete  and  valid  application 
packages  for  the  State  of  Vermont  under 
the  original  Request  for  Application 
Notice  published  in  the  Federal 
Register  on  April  8,  2009,  for  the  Crop 
Insurance  Education  in  the  Targeted 
States  Program  (Targeted  States 
Program).  RMA  is  re-announcing  its 
Funding  Opportunity — Request  for 
Applications  under  the  Targeted  States 
Program  for  the  State  of  Vermont. 
Applicants  who  previously  submitted 
an  application  under  the  April  8,  2009, 
Targeted  States  Program  Request  for 
Applications  Notice  for  Vermont,  must 
reapply  in  accordance  with  the  original 
Notice  published  in  the  Federal 
Register  on  April  8,  2009.  {http:// 
www.rma. usda.gov/aboutrma/ 
agreements).  All  other  portions  and 
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sections  of  the  full  text  notice  remain 
unchanged. 

FOR  FURTHER  INFORMATION  CONTACT: 

Applicants  and  other  interested  parties 
are  encouraged  to  contact:  Lydia  M. 
Astorga,  USDA-RMA-RME,  1400 
Independence  Avenue,  SW.,  Stop  0808, 
(South  Building,  Room  6625), 
Washington,  DC  20250—0808,  phone: 
202-260-4728,  fax:  202-690-3605,  e- 
mail:  RMA.Risk-Ed@rma.usda.gov.  You 
may  also  obtain  information  regarding 
this  announcement  from  the  RMA  Web 
site  at:  http://www.rma.usda.gov/ 
aboutrma/ agreements/. 

Signed  in  Washington,  DC,  on  July  14, 
2009. . 

William  ).  Miuphy, 

Manager,  Federal  Crop  Insurance 
Corporation. 

[FR  Doc.  E9-17188  Filed  7-17-09;  8:45  am] 
BILLING  CODE  3410-0S-P 


DEPARTMENT  OF  AGRICULTURE 
Agricultural  Marketing  Service 

[Doc.  No.  AMS-LS-09-0017] 

Lamb  Promotion,  Research,  and 
Information  Program 

AGENCY:  Agricultural  Marketing  Service; 
USDA. 

action:  Notice. 


SUMMARY:  The  Agricultural  Marketing 
Service  (AMS)  is  announcing  that  lamb 
producers,  feeders,  seedstock  producers, 
and  first  handlers  of  lamb  and  lamb 
products  voting  in  a  national 
referendum  from  February  2,  2009, 
through  February  27,  2009,  have 
approved  the  continuation  of  the  Lamb 
Promotion,  Research,  and  Information 
Order  (Order). 

FOR  FURTHER  INFORMATION  CONTACT: 

Kenneth  R.  Payne,  Chief;  Marketing 
Programs  Branch,  Livestock  and  Seed 
Program;  Agricultural  Marketing  Service 
(AMS),  USDA,  Room  2628-S:  STOP 
0251;  1400  Independence  Avenue,  SW.; 
Washington,  DC  20250-0251,  telephone 
number  202/720-1115,  fax  number  202/ 
720-1125,  or  by  e-mail  at: 
Kenneth.Payne@ams.usda.gov. 

SUPPLEMENTARY  INFORMATION:  Pursuant 
to  the  Commodity  Promotion,  Research, 
and  Information  Act  of  1996  (Act)  (7 
U.S.C.  7411-7425),  the  Department  of 
Agriculture  conducted  a  referendum 
from  February  2,  2009,  through 
February  27,  2009,  among  eligible  lamb 
producers,  feeders,  seedstock  producers, 
and  first  handlers  of  lamb  and  lamb 
products  to  determine  if  the  Order 
would  continue  to  be  effective. 
Procedures  used  in  conducting  this 
referendum  are  set  forth  in  7  CFR  part 
1280,  subpcut  E.  A  final  rule  amending 
this  subpart  was  published  in  the 
December  16,  2008,  issue  of  the  Federal 
Register  (73  FR  76193). 

STATE  Referendum  Results 


Of  the  1,971  valid  ballots  cast,  1,678  • 
(85.1  percent)  favored  and  293  (14.9 
percent)  opposed  the  continuation  of 
the  Order.  Additionally,  of  those 
persons  who  cast  valid  ballots  in  the 
referendum,  those  who  favored  the 
Order  accounted  for  93  percent  of  the 
total  production  voted,  and  those 
opposed  account  for  7  percent  of  the 
total  production  voted.  For  the  program 
to  continue,  it  must  have  been  approved 
by  at  least  a  majority  of  those  persons  - 
voting  for  approval  who  were  engaged 
in  the  production,  feeding,  or  slaughter 
of  Iambs  during  calendar  year  2008  and 
who  also  represent  a  majority  of  the 
volume  of  lambs  produced,  fed,  or 
slaughtered. 

Therefore,  based  on  the  referendum 
results,  the  Secretary  of  Agriculture  has 
determined  that  the  required  majority  of 
eligible  voters  who  voted  in  the 
nationwide  referendum  from  February 
2,  2009,  through  February  27,  2009,  ' 

voted  to  continue  the  Order.  As  a  result, 
the  Lamb  Checkoff  Program  will 
continue  to  be  funded  by  a  mandatory 
assessment  on  producers,  seedstock 
producers  (breeders),  feeders,  and 
exporters  at  the  rate  of  one-half  cent 
($.005)  per  pound  when  live  ovine 
animals  ene  sold.  The  first  handler, 
primarily  packers,  pay  an  additional 
$.30  cents  per  head  on  ovine  animals 
purchased  for  slaughter.  Importers  are 
not  assessed. 


[February  2,  2009,  through  February  27,  2009] 


Votes 

Volume  voted 

State 

Yes 

No 

Yes 

No 

Arizona  . 

5 

0 

50,794 

0 

California . 

126 

5 

1,099,775 

9,188 

Colorado  . 

60 

7 

950,095 

18,590 

Georgia  . 

4 

1 

244 

12 

Idaho . 

38 

1 

144,237 

1,625 

Illinois  . 

26 

5 

2,689 

1,022 

Indiana  . 

43 

4 

3,920 

939 

Iowa  . 

89 

15 

409,003 

2,353 

Kansas  . 

28 

7 

13,445 

1,496 

Kentucky  . 

24 

1 

3,741 

450 

Maine  . 

15 

1 

417 

4 

Maryland  . 

9 

2 

1,274 

102 

Massachusetts  . 

7 

1 

387 

41 

Michigan . 

55 

9 

15,129 

1,768 

Minnesota  . 

66 

16 

27,367 

4,348 

Missouri . 

39 

9 

9,605 

526 

Montana  . 

146 

40 

120,837 

19,733 

Nebraska . 

25 

10 

5,575 

2,112 

Nevada  . 

9 

1 

30,916 

6,000 

New  Hampshire  . 

7 

2 

844 

434 

New  Jersey  . 

6 

0 

377 

0 

New  Mexico  . 

15 

2 

7,459 

54 

New  York  . 

21 

10 

3,603 

5,881 

North  Carolina . 

24 

1 

2,042 

307 

North  Dakota . 

25 

11 

8,287 

1,425 

Ohio  . 

100 

1  24  1  19,934 

5,209 
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State  Referendum  Results — Continued 

[February  2,  2009,  through  February  27,  2009] 


. 

Votes 

Volume  voted 

State 

Yes  i 

1 

No 

Yes 

'  No 

Oregon  . 

I 

51  1 

9 

37,179 

4,373 

Pennsylvania . 

49  j 

11 

5,321  i 

30,607 

South  Dakota  . 

92 

43 

69,216 

82,413 

Tennessee  . 

22 

3 

1.215 

110 

Texas  . . 

158 

6 

203,437 

47,536 

Utah  . 

80 

3 

161,377 

4,457 

Virginia  . . . . 

15 

7 

4,388 

997 

Washington  . 

35 

0 

23,677 

0 

West  Virginia . 

50 

4 

9,728 

278 

Wisconsin . 

28 

6 

4,232 

4,438 

Wyoming  . 

72 

11 

212,224 

11,406 

Alabama,  Alaska,  Arkansas,  Connecticut,  Delaware,  Florida,  Hawaii;  Lou- 

isiana,  Mississippi,  Oklahoma,  Rhode  Island,  South  Carolina,  &  Vermont  ’ 

14 

5 

6,092 

10,407 

National  Totals . 

1,678 

293 

3,670,082 

280,641 

’To  ensure  the  confidentiality  of  the  voting  process,  the  results  of  States  in  which  there  were  not  at  least  3  votes  in  total  with  a  minimum  of 
one  vote  in  each  category  are  combined  for  the  purpose  of  this  report. 


Authority:  7  U.S.C.  7411-7425  and  7 
U.S.C.  7401. 

Dated:  July  14,  2009. 

David  R.  Shipman, 

Acting  Administrator,  Agricultural  Marketing 
Service. 

[FR  Doc.  E9-17032_Filed  7-17-09;  8:45  am] 
BILLING  CODE  3410-02-P 


DEPARTMENT  OF  COMMERCE 

National  Oceanic  and  Atmospheric 
Administration 

Availability  of  Seats  for  the  Monterey 
Bay  National  Marine  Sanctuary 
Advisory  Council 

agency:  Office  of  National  Marine 
Sanctuaries  (ONMS),  National  Ocean 
Service  (NOS),  National  Oceanic  and 
Atmospheric  Administration  (NOAA), 
Department  of  Commerce  (DOG). 

ACTION:  Notice  and  request  for 
applications. 

SUMMARY:  The  ONMS  is  seeking 
applications  for  the  following  vacant 
seats  on  the  Monterey  Bay  National 
Marine  Sanctuary  Advisory  Council: 
Education.  Applicants  are  chosen  based 
upon  their  particular  expertise  and 
experience  in  relation  to  the  seat  for 
which  they  are  applying:  community 
and  professional  affiliations;  philosophy 
regarding  the  protection  and 
management  of  marine  resources;  and 
possibly  the  length  of  residence  in  the 
area  affected  by  the  sanctuary. 
Applicants  who  are  chosen  should 
expect  to  serve  until  February  2011. 
DATES:  Applications  are  due  by  August 
21,  2009. 


ADDRESSES:  Application  kits  may  be 
obtained  from  299  Foam  Street, 
Monterey,  CA  93940.  Completed 
applications  should  be  sent  to  the  same 
address. 

FOR  FURTHER  INFORMATION  CONTACT: 

Nicole  Capps,  299  Foam  Street, 
Monterey,  CA  93940,  (831)  647-4206, 
nicole.capps@noaa.gov. 

SUPPLEMENTARY  INFORMATION:  The 

MBNMS  Advisory  Council  was 
established  in  March  1994  to  assure 
continued  public  participation  in  the 
management  of  the  Sanctuary.  Since  its 
establishment,  the  Advisory  Council  has 
played  a  vital  role  in  decisions  affecting 
the  Sanctuary  along  the  central 
California  coast. 

The  Advisory  Council’s  twenty  voting 
members  represent  a  variety  of  local 
user  groups,  as  well  as  the  general 
public,  plus  seven  local,  state  and 
federal  governmental  jurisdictions.  In 
addition,  the  respective  managers  or 
superintendents  for  the  four  California 
National  Marine  Sanctuaries  (Channel 
Islands  National  Marine  Sanctuary, 
Cordell  Bank  National  Marine 
Sanctuary,  Gulf  of  the  Farallones 
National  Marine  Sanctuary  and  the 
Monterey  Bay  National  Marine 
Sanctuary)  and  the  Elkhom  Slough 
National  Estuarine  Research  Reserve  sit 
as  non-voting  members. 

Four  working  groups  support  the 
Advisory  Council:  The  Research 
Activity  Panel  (“RAP”)  chaired  by  the 
Research  Representative,  the  Sanctuary 
Education  Panel  (“SEP”)  chaired  by  the 
Education  Representative,  the 
Conservation  Working  Group  (“CWG”) 
chaired  by  the  Conservation 
Representative,  and  the  Business  and 
Tourism  Activity  Panel  (“BTAP”) 


chaired  by  the  Business/Industry 
Representative,  each  dealing  with 
matters  concerning  research,  education, 
conservation  and  human  use.  The 
working  groups  are  composed  of  experts 
from  the  appropriate  fields  of  interest 
and  meet  monthly,  or  bi-monthly, 
serving  as  invaluable  advisors  to  the 
Advisory  Council  and  the  Sanctuary 
Superintendent. 

The  Advisory  Council  represents  the 
coordination  link  between  the 
Sanctuary  and  the  state  and  federal 
management  agencies,  user  groups, 
researchers,  educators,  policy  makers, 
and  other  various  groups  that  help  to 
focus  efforts  and  attention  on  the  central 
California  coastal  and  marine 
ecosystems. 

The  Advisory  Council  functions  in  an 
advisory  capacity  to  the  Sanctuary 
Superintendent  and  is  instrumental  in 
helping  develop  policies,  program  goals, 
and  identify  education,  outreach, 
research,  long-term  monitoring,  resource 
protection,  and  revenue  enhancement 
priorities.  The  Advisory  Council  works 
in  concert  with  the  Sanctuary 
Superintendent  by  keeping  him  or  her 
informed  about  issues  of  concern 
throughout  the  Sanctuary,  offering 
recommendations  on  specific  issues, 
and  aiding  the  Superintendent  in 
achieving  the  goals  of  the  Sanctuary 
program  within  the  context  of 
California’s  marine  programs  and 
policies. 

Authority:  16  U.S.C.  Sections  1431,  etseq. 
(Federal  Domestic  Assistance  Catalog 
Number  11.429  Marine  Sanctuary  Program) 
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Dated:  July  13,  2009. 

Daniel  J.  Basta, 

Director,  Office  of  National  Marine 
Sanctuaries,  National  Ocean  Service, 
National  Oceanic  and  Atmospheric 
Administration. 

[FR  Doc.  E9-17162  Filed  7-17-09;  8:45  am] 
BILLING  CODE  3510-NK-M 


DEPARTMENT  OF  DEFENSE 
Office  of  the  Secretary 

[Docket  ID  DOD-2009-OS-0106] 

Privacy  Act  of  1974;  System  of 
Records 

AGENCY:  Office  of  the  Secretary,  DoD. 

ACTION:  Notice  to  alter  a  system  of 
records. 


SUMMARY:  The  Office  of  the  Secretary  of 
Defense  is  proposing  to  alter  DHRA  02 
systems  of  records  notice  in  its  existing 
inventory  of  record  systems  subject  to 
the  Privacy  Act  of  1974,  (5  U.S.C.  552a), 
as  amended. 

DATES:  This  proposed  action  will  be 
effective  without  further  notice  on 
August  19,  2009  unless  comments  are 
received  which  result  in  a  contrary 
determination. 

ADDRESSES:  Send  comments  to  the 
Privacy  Act  Officer,  Freedom  of 
Information  Directorate,  Washington 
Headquarters  Services,  1155  Defense 
Pentagon,  Washington,  DC  20301-1155. 

FOR  FURTHER  INFORMATION  CONTACT:  Mrs. 
Cindy  Allard  at  (703)  588-6830. 

SUPPLEMENTARY  INFORMATION:  The  Office 
of  the  Secretary  of  Defense  systems  of 
records  notices  subject  to  the  Privacy 
Act  of  1974,  (5  U.S.C.  552a),  as 
amended,  have  been  published  in  the 
Federal  Register  and  are  available  from 
the  address  above. 

The  proposed  system  report,  as 
required  by  5  U.S.C.  552a(r)  of  the 
Privacy  Act  of  1974,  as  amended,  was 
submitted  on  July  13,  2009  to  the  House 
Committee  on  Oversight  and 
Government  Reform,  the  Senate 
Committee  on  Homeland  Security  and  ‘ 
Governmental  Affairs,  and  the  Office  of 
Management  and  Budget  (OMB) 
pursuant  to  paragraph  4c  of  Appendix  I 
to  OMB  Circular  No.  A-130,  ‘Federal 
Agency  Responsibilities  for  Maintaining 
Records  About  Individuals,’  dated 
February  8, 1996  (February  20, 1996,  61 
FR  6427). 


Dated:  July  13,  2009. 

Morgan  E.  Frazier, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

DHRA  02 

SYSTEM  NAME: 

PERSEREC  Research  Files  (November 
29,  2002,  67  FR  69205). 

CHANGES: 

***** 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 
SYSTEM: 

Delete  entry  and  replace  with 
“Present  and  former  Executive  branch 
civilian  employees,  military  members, 
contractor  employees  and  all  others  who 
have  had  or  applied  for  security 
clearances,  positions  with  the  Federal 
government  that  require  background 
investigations,  or  government 
identification  cards  that  would  grant 
them  access  to  information  technology 
systems  and/or  unescorted  access  to 
government  facilities.” 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Delete  entry  and  replace  with 
“Applications,  adjudication 
information,  and  records  identifying 
people  authorized  to  hold  Federal 
positions  of  trust,  granted  access,  or 
access  eligibility  to  sensitive, 
information,  facilities,  materials,  or 
systems. 

Results  of  record  checks  to  meet 
investigative  standards  or  accomplish 
continuous  evaluation,  such  as  checks 
addressing  criminal  history,  financial 
behavior,  employment,  education, 
investigative,  immigration,  pay  and 
personnel  records,  records  of  foreign 
travel  euid  foreign  contacts,  and  asset 
ownership. 

Information  in  this  system  includes 
background  investigation  reports; 
reference  interview  documentation, 
recommendations,  and  comments;  dates 
and  reports  of  subject  interviews;  results 
of  subject  interrogatories;  security 
violations;  data  relating  to  misuse  of 
information  technology  systems;  pre¬ 
employment  investigations  reports  and 
results  of  record  checks  required  to  test 
new  investigative  sources. 

Dates  and  types  of  past  investigations, 
access  granted  based  on  qualifying 
investigations,  denials,  revocations, 
debarments,  administrative  actions,  and 
other  adverse  actions  based  on 
adjudication  of  investigations;  and 
responses  from  personnel  security- 
related  interviews. 

Data  is  also  derived  firom  responses  to 
questions  contained  on  future,  ciurent, 
and  prior  personnel  seciu-ity  related 
questioimaires.  Agency  Use  Block 


(AUB)  question  responses  include  type 
of  investigation  requested,  case  number, 
extra  coverage/advance  results, 
sensitivity  level,  access/eligibility, 
nature  and  date  of  action,  geographic 
location,  position  code  and  title. 
Submitting  Office  Number  (SON), 
location  of  official  personnel  folder. 
Security  Office  Identifier  (SOI),  use  of 
the  Intra-governmental  Payment  and 
Collection  (IP AC)  system.  Treasury 
Account  Symbol  (TAS),  obligating 
document  number.  Business  Event  Type 
Code  (BETC),  investigative  requirement, 
requesting  officials’  name,  title,  email 
address,  phone  number,  and  applicant 
affiliation. 

Data  derived  from  responses  to 
questions  contained  on  future,  current, 
and  prior  personnel  security  related 
questionnaires  provided  by  filers 
include  name,  Social  Security  Number 
(SSN);  current  home  address,  telephone 
number,  home  e-mail,  cell/mobile 
phone  number;  date  and  place  of  birth, 
gender,  other  names  used,  citizenship, 
mother’s  maiden  name;  U.S.  passport 
number  and  issue  date,  alien 
registration  number,  previous  addresses 
and  dates  of  residence. 

Educational  data  on  schools  and  dates 
of  attendance;  conduct  information  that 
include,  disciplinary  actions, 
transcripts,  commendations,  degrees, 
certificates,  subject’s  explanations 
regarding  education  conduct. 

References  that  consist  of  name, 
current  address,  phone  number,  and 
e-mail  address. 

Current  and  previous  employment 
information  that  consists  of  employer 
name,  dates  employed,  address;  name 
and  phone  number  of  supervisor. 
Conduct  information  that  includes 
disciplinary  actions,  dates  and  reason 
for  termination;  performance  evaluation; 
and  subject’s  explanations  regarding 
employment  conduct.  Employment 
reference  names,  cmrent  address,  phone 
number  and  e-mail  address. 

Selective  Service  record,  military 
history,  and  conduct  information. 

Responses  from  questionnaires  that 
include  the  individual’s  physical 
description  of  height,  weight,  hair,  and 
eye  color.  Date  of  marriage,  separation, 
and  divorce  information  including 
spouse  or  cohabitant  name.  Social 
Security  Number  (SSN),  date  and  place 
of  birth,  citizenship  of  spouse,  former 
spouse,  or  cohabitant.  Relative’s  names, 
relationship,  date,  place  of  birth, 
citizenship,  and  current  addresses. 

Foreign  contact  and  activities 
information  that  include  names,  dates  of 
individuals  known,  country(ies)  of 
citizenship,  country  of  residence,  type 
and  nature  of  contact,  financial 
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interests,  assets,  benefits  from  foreign 
governments. 

Additionally,  responses  to  questions 
about  the  respondent’s  mental  health 
and  emotional  health  are  in  this  system. 
Information  that  pertains  to  police 
records,  use  of  alcohol,  other  illegal 
drugs,  and  use  of  information 
technology  systems. 

U.S.  and  foreign  finance  and  real 
estate  information  that  consists  of 
names  of  financial  institutions,  number 
of  accounts  held,  monthly  and  year-end 
account  balances  for  bank  and 
investment  accounts,  address,  year  of 
purchase  and  price,  capital  investment 
costs,  lease  or  rental  information,  year  of 
lease  or  rental,  and  monthly  payments. 

Information  on  leased  vehicles,  boats, 
airplanes  and  other  U.S.  and  foreign 
assets  that  include  type,  make  model/ 
year,  plate  or  identification  number, 
year  leased,  monthly  rental  payment: 
year  of  purchase  and  price,  and  year- 
end  fair  market  value. 

U.S.  and  foreign  mortgages,  loans,  and 
liabilities  information  that  consist  of 
type  of  loan,  name  and  address  of 
creditor,  original  balance,  monthly  and 
year-end  balance,  monthly  payment, 
payment  history,  and  name  and  address 
of  institution  where  safe  deposit  box  is 
located.” 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Delete  entry  and  replace  with  “E.O. 
13467,  Reforming  Processes  Related  to 
Suitability  for  Government 
Employment,  Fitness  for  Contractor 
Employees,  and  Eligibility  for  Access  to 
Classified  National  Security 
Information;  E.O.  12968,  Access  to 
Classified  Information;  50  U.S.C.  781- 
887,  Internal  Security  Act  of  1950;  E.O. 
10450,  Security  Requirements  for 
Government  Employment;  E.O.  10865, 
Safeguarding  Classified  Information 
Within  Industry;  E.O.  12333,  United 
States  Intelligence  Activities:  E.O. 

13470,  Further  Amendments  to 
Executive  Order  12333;  E.O.  12958, 
Classified  National  Security 
Information;  5  U.S.C.  9101,  Access  to 
Criminal  History  Information  for 
National  Security  and  Other  Purposes; 
and  5  U.S.C.  301,  Departmental 
Regulations,  which  authorizes  DoD 
Directive  5200. 2-R,  DoD  Personnel 
Security  Program  Regulation, 
Memorandum  of  Agreement  assigning 
mission  and  support  functions  to  the 
Defense  Personnel  Security  Research 
Center  between  the  Under  Secretary  of 
Defense  for  Personnel  and  Readiness 
and  the  Assistant  Secretary  of  Defense 
for  Command,  Control,  Communications 
and  Intelligence  dated  8/12/2000,  and 
E.O.  9397  (SSN).” 


PURPOSE(S): 

Delete  entry  and  replace  with  “To 
perform  research,  developihent,  and 
analyses  for:  (1)  Evaluating  and 
improving  DoD  and  Federal  personnel 
security  and  other  background  vetting 
procedures,  programs,  and  policies;  (2) 
assisting  in  providing  training, 
instruction,  advice  on  personnel 
security,  and  continuing  reliability  of 
subjects  for  DoD  Components  and  other 
elements  of  the  Federal  government;  (3) 
encomaging  cooperative  research  within 
and  among  DoD  Components,  the 
Intelligence  Community,  and  the 
Executive  branch  on  the  projects  having 
DoD  or  Federal  government-wide 
implications  in  order  to  avoid 
duplication:  (4)  addressing  items  of 
special  interest  to  personnel  security 
officials  within  DoD  Components,  the 
Intelligence  Community,  and  the 
Executive  branch;  and  (5)  identifying 
areas  in  the  personnel  security, 
suitability,  fitness,  and  military 
accessions  fields  that  warrant  more 
intense  scrutiny;  and  (6)  conducting 
personnel  security,  suitability,  and 
fitness  pilot  test  projects.” 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

Delete  entry  and  replace  with  “In 
addition  to  those  disclosures  generally 
permitted  under  5  U.S.C.  552a(b)  of  the 
Privacy  Act  of  1974,  these  records 
contained  therein  may  specifically  be 
disclosed  outside  the  DoD  as  a  routine 
use  pursuant  to  5  U.S.C.  552a(b)(3)  as 
follows: 

To  Federal,  State,  and  local 
government  agencies,  if  necessary,  to 
obtain  information  from  them,  which 
will  assist  PERSEREC  in  identifying 
areas  in  the  personnel  security  field  that 
may  warrant  more  training,  instruction, 
research,  or  intense  scrutiny.  This 
would  typically  involve  obtaining 
nationwide  statistical  data  or  relevant 
information  at  the  unit  or  individual 
level  on  a  specific  secmity  issue  (i.e., 
financial,  criminal,  alcohol,  etc.)  or  set 
of  issues  that  could  be  used  to  assist  an 
investigator  or  adjudicator  in  evaluating 
an  individual’s  conduct. 

To  Federal  Bureau  of  Investigation 
and  U.S.  Office  of  Personnel 
Management  counterintelligence 
personnel  to  assist  them  with  their 
investigations  and  inquires. 

To  the  Office  of  Personnel 
Management  and  other  Federal 
government  agencies  responsible  for 
conducting  background  investigations 
in  order  to  provide  them  with 
information  relevant  to  their  inquiries 
and  investigations. 


The  DoD  ‘Blanket  Routine  Uses’  set 
forth  at  the  beginning  of  the  OSD 
compilation  of  systems  of  records 
notices  apply  to  this  system.” 

ie  it  it  ic  ic 

storage: 

Delete  entry  and  replace  with  “Paper 
records  maintained  in  file  folders  and 
electronic  storage  media.” 

RETRIEVABILITY: 

Delete  entry  and  replace  with 
“Records  may  be  retrieved  by  name  and 
Social  Security  Number  (SSN).” 

safeguards: 

Delete  entry  and  replace  With 
“Records  are  stored  under  lock  and  key, 
in  secure  containers,  or  on  electronic 
media  with  intrusion  safeguards.  Access 
to  these  investigative  and  clearemce 
records  (although  usually  not  classified) 
is  limited  only  to  staff  who  have  a  need 
to  know,  who  have  been  investigated, 
granted  the  requisite  security  clearance 
eligibility  level,  and  who  have  been 
advised  as  to  both  the  sensitivity  of 
these  records  and  of  their  responsibility 
for  safeguarding  the  information 
contained  in  them  from  unauthorized 
disclosure.” 


RECORD  ACCESS  PROCEDURES: 

Delete  entry  and  replace  with 
“Individuals  seeking  access  to 
information  about  themselves  contained 
in  this  system  of  records  should  address 
written  inquires  to  the  Office  of  the 
Secretary  of  Defense/Joint  Staff  Freedom 
of  Information  Act  Requester  Service 
Center,  Office  of  Freedom  of 
Information,  1155  Defense  Pentagon, 
Washington,  DC  20301-1155. 

The  individual  should  include  the 
name  and  number  of  this  system  of 
records  notice  and  provide  sufficient 
proof  of  identity  such  as,  full  name. 
Social  Security  Number  (SSN),  and/or 
date  and  place  of  birth.  The  request 
must  be  signed.” 


RECORD  SOURCE  CATEGORIES: 

Delete  entry  and  replace  with  “The 
individual.  Information  is  also  obtained 
from  the  Defense  Clearance  and 
Investigative  Index,  military  records, 
DoD  civilian  employment  and  military 
personnel  records.  Office  of  Personnel 
Management  Records,  Defense  Security 
Service  records,  records  of  the 
Departments  of  Justice  and  Treasury, 
other  commercial  and  government 
sources  providing  personnel  security¬ 
relevant  information.” 
***** 
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DHRA  02 
SYSTEM  name: 

PERSEREC  Research  Files. 

SYSTEM  location: 

Defense  Personnel  Security  Research 
Center,  99  Pacific  Street,  Building  455E, 
Monterey,  CA  93940-2481; 

Defense  Manpower  Data  Center,  400 
Gigling  Road,  Seaside,  CA  93955-6771; 
and 

Data  Center,  Naval  Postgraduate 
School,  Spanagel  Hall,  833  Dyer  Road, 
Monterey,  CA  93943-5216. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 

system: 

Present  and  former  Executive  branch 
civilian  employees,  military  members, 
contractor  employees  and  all  others  who 
have  had  or  applied  for  security 
clearances,  positions  with  the  Federal 
government  that  require  background 
investigations,  or  government 
identification  cards  that  would  grant 
them  access  to  information  technology 
systems  and/or  unescorted  access  to 
government  facilities. 

categories  of  records  in  the  system: 

Applications,  adjudication 
information,  and  records  identifying 
people  authorized  to  hold  Federal 
positions  of  trust,  granted  access,  or 
access  eligibility  to  sensitive 
information,  facilities,  materials,  or 
systems. 

Results  of  record  checks  to  meet 
investigative  standards  or  accomplish 
continuous  evaluation  such  as  checks 
addressing  criminal  history,  financial 
behavior,  employment,  education, 
investigative,  immigration,  pay  and 
personnel  records,  records  of  foreign 
travel  and  foreign  contacts,  and  asset 
ownership. 

Information  in  this  system  includes 
background  investigation  reports; 
reference  interview  documentation, 
recommendations,  and  comments;  dates 
and  reports  of  subject  interviews;  results 
of  subject  interrogatories;  security 
violations;  data  relating  to  misuse  of 
information  technology  systems;  pre¬ 
employment  investigations  reports  and 
results  of  record  checks  required  to  test 
new  investigative  sources. 

Dates  and  types  of  past  investigations, 
access  granted  based  on  qualifying 
investigations,  denials,  revocations, 
debarments,  administrative  actions,  and 
other  adverse  actions  based  on 
adjudication  of  investigations;  and 
responses  from  personnel  security- 
related  interviews. 

Data  is  also  derived  from  responses  to 
questions  contained  on  future,  current, 
and  prior  personnel  security  related 
questionnaires.  Agency  Use  Block 


(AUB)  question  responses  include  type 
of  investigation  requested,  case  number, 
extra  coverage/advance  results, 
sensitivity  level,  access/eligibility, 
nature  and  date  of  action,  geographic 
location,  position  code  and  title. 
Submitting  Office  Number  (SON), 
location  of  official  personnel  folder. 
Security  Office  Identifier  (SOI),  use  of 
the  Intra-governmental  Payment  and 
Collection  (IP AC)  system.  Treasury 
Account  Symbol  (TAS),  obligating 
document  number.  Business  Event  Type 
Code  (BETC),  investigative  requirement, 
requesting  officials’  name,  title,  email 
address,  phone  number,  and  applicant 
affiliation. 

Data  derived  from  responses  to 
questions  contained  on  future,  current, 
and  prior  personnel  security  related 
questionnaires  provided  by  filers 
includes  information  from  responses 
include  name.  Social  Security  Number 
(SSN);  current  home  address,  telephone 
number,  home  e-mail,  cell/mobile 
phone  number;  date  and  place  of  birth, 
gender,  other  names  used,  citizenship, 
mother’s  maiden  name;  U.S.  passport 
number  and  issue  date,  alien 
registration  number,  previous  addresses 
and  dates  of  residence. 

Educational  data  on  schools  and  dates 
of  attendance;  conduct  information  that 
include,  disciplinary  actions, 
transcripts,  commendations,  degrees, 
certificates,  subject’s  explanations 
regarding  education  conduct. 

References  that  consist  of  name, 
current  address,  phone  number,  and 
e-mail  address. 

Employment  information  on  current 
and  previous  employment  that  consists 
of  name  of  employer,  dates  employed, 
address,  name,  and  phone  number  of 
supervisor.  Conduct  information  that 
include  disciplinary  actions  dates  and 
reason  for  termination;  performance 
evaluation;  and  subject’s  explanations 
regarding  employment  conduct. 
Employment  references  names,  current 
address,  phone  number  and  e-mail 
address.  Selective  Service  record, 
military  history,  and  conduct 
information. 

Responses  from  questionnaires  that 
include  the  individual’s  physical 
description  of  height,  weight,  hair,  and 
eye  color.  Date  of  marriage,  separation, 
and  divorce  information  including 
spouse  or  cohabitant  name.  Social 
Security  Number  (SSN),  date  and  place 
of  birth,  citizenship  of  spouse,  former 
spouse,  or  cohabitant.  Relative’s  names, 
relationship,  date,  place  of  birth, 
citizenship,  and  current  addresses. 

Foreign  contact  and  activities 
information  that  include  names,  dates  of 
individuals  known,  country(ies)  of 
citizenship,  country  of  residence,  type 


and  nature  or  contact,  hnancial 
interests,  assets,  benefits  from  foreign 
governments. 

Additionally,  responses  to  questions 
about  the  respondent’s  mental  health 
and  emotional  health  are  in  this  system. 
Information  that  pertain  to  police 
records,  use  of  alcohol,  other  illegal 
drugs,  and  use  of  information 
technology  systems. 

U.S.  and  foreign  finance  and  real 
estate  information  that  consist  of  names 
of  financial  institutions,  number  of 
accounts  held,  monthly  and  year-end 
account  balances  for  bank  and 
investment  accounts,  address,  year  of 
purchase  and  price,  capital  investment 
costs,  lease  or  rental  information,  year  of 
lease  or  rental,  and  monthly  payments. 

Information  on  leased  vehicles,  boats, 
airplanes  and  other  U.S.  and  foreign 
assets  that  include  type,  make  model/ 
year,  plate  or  identification  number, 
year  leased,  monthly  rental  payment; 
year  of  purchase  and  price,  and  year- 
end  fair  market  value. 

U.S.  and  foreign  mortgages,  loans,  and 
liabilities  information  that  consist  of 
type  of  loan,  name  and  address  of 
creditor,  original  balance,  monthly  and 
year-end  balance,  monthly  payment, 
payment  history,  and  name  and  address 
of  institution  where  safe  deposit  box  is 
located. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

E.O.  13467,  Reforming  Processes 
Related  to  Suitability  for  Government 
Employment,  Fitness  for  Contractor 
Employees,  and  Eligibility  for  Access  to 
Classified  National  Security 
Information;  E.O.  12968,  Access  to 
Classified  Information:  50  U.S.C.  781- 
887,  Internal  Security  Act  of  1950;  E.O. 
10450,  Security  Requirements  for 
Government  Employment;  E.O.  10865, 
Safeguarding  Classified  Information 
Within  Industry;  E.O.  12333,  United 
States  Intelligence  Activities:  E.  O. 

13470,  Further  Amendments  to 
Executive  Order  12333;  E.O.  12958, 
Classified  National  Security 
Information;  5  U.S.C.  9101,  Access  to 
Criminal  History  Information  for 
National  Security  and  Other  Purposes; 
and  5  U.S.C.  301,  Departmental 
Regulations,  which  authorizes  DoD 
Directive  5200. 2-R,  DoD  Personnel 
Security  Program  Regulation, 
Memorandum  of  Agreement  assigning 
mission  and  support  functions  to  the 
Defense  Personnel  Security  Research 
Center  between  the  Under  Secretary  of 
Defense  for  Personnel  and  Readiness 
and  the  Assistant  Secretary  of  Defense 
for  Command,  Control,  Communications 
and  Intelligence  dated  8/12/2000;  and 
E.O.  9397  (SSN). 
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PURPOSE(S): 

To  perform  research,  development, 
and  analyses  for:  (1)  Evaluating  and 
improving  DoD  and  Federal  personnel 
security  and  other  background  vetting 
procedures,  programs,  and  policies;  (2) 
assisting  in  providing  training, 
instruction,  advice  on  personnel 
security,  and  continuing  reliability  of 
subjects  for  DoD  Components  and  other 
elements  of  the  Federal  government;  (3) 
encouraging  cooperative  research  within 
and  among  DoD  Components,  the 
Intelligence  Community,  and  the 
Executive  branch  on  the  projects  having 
DoD  or  Federal  government-wide 
implications  in  order  to  avoid 
duplication;  (4)  addressing  items  of 
special  interest  to  personnel  security 
officials  within  DoD  Components,  the 
Intelligence  Community,  and  the 
Executive  branch;  and  (5)  identifying 
areas  in  the  personnel  secmrity, 
suitability,  fitness,  and  military 
accessions  fields  that  warrant  more 
intense  scrutiny;  and  (6)  conducting 
personnel  security,  suitability,  and 
fitness  pilot  test  projects. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

In  addition  to  those  disclosures 
generally  permitted  under  5  U.S.C. 
552a(b)  of  the  Privacy  Act  of  1974,  these 
records  contained  therein  may 
specifically  be  disclosed  outside  the 
DoD  as  a  routine  use  pursuant  to  5 
U.S.C.  552a(b)(3)  as  follows: 

To  Federal,  State,  and  local 
government  agencies,  if  necessary,  to 
obtain  information  from  them,  which 
will  assist  PERSEREC  in  identifying 
areas  in  the  personnel  secmity  field  that 
may  warrant  more  training,  instruction, 
research,  or  intense  scrutiny.  This 
would  typically  involve  obtaining 
nationwide  statistical  data  or  relevant 
information  at  the  unit  or  individual 
level  on  a  specific  security  issue  (i.e., 
financial,  criminal,  alcohol,  etc.)  or  set 
of  issues  that  could  be  used  to  assist  an 
investigator  or  adjudicator  in  evaluating 
an  individual’s  conduct. 

To  Federal  Bureau  of  Investigation 
and  U.S.  Office  of  Personnel  . 
Management  counterintelligence 
personnel  to  assist  them  with  their 
investigations  and  inquires. 

To  the  Office  of  Personnel 
Management  and  other  Federal 
government  agencies  responsible  for 
conducting  background  investigations 
in  order  to  provide  them  with 
information  relevant  to  their  inquiries 
and  investigations. 

The  DoD  ‘Blanket  Routine  Uses’  set 
forth  at  the  begiiming  of  the  OSD 


compilation  of  systems  of  records 
notices  apply  to  this  system. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

storage: 

Paper  records  mairrtained  in  file 
folders  and  electronic  storage  media. 

retrievability: 

Records  may  be  retrieved  by  name 
and  Social  Security  Number  (SSN). 

safeguards: 

Records  are  stored  under  lock  and 
key,  in  secure  containers,  or  on 
electronic  media  with  intrusion 
safeguards.  Access  to  these  investigative 
and  clearance  records  (although  usually 
not  classified)  is  limited  only  to  staff 
who  have  a  need  to  know,  who  have 
been  investigated,  granted  the  requisite 
security  clearance  eligibility  level,  and 
who  have  been  advised  as  to  both  the 
'  sensitivity  of  these  records  and  of  their 
responsibility  for  safeguarding  the 
information  contained  in  them  firom 
unauthorized  disclosure. 

RETENTION  AND  DISPOSAL: 

Disposition  pending  (until  the 
National  Achieves  Records 
Administration  (NARA)  disposition  is 
approved,  treat  as  permanent). 

SYSTEM  MANAGER(S)  AND  ADDRESS: 

Director,  Defense  Personnel  Security 
Research  Center,  99  Pacific  Street, 
Building  455E,  Monterey,  CA  93940- 
2481. 

NOTIFICATION  PROCEDURE: 

Individuals  seeking  to  determine 
whether  information  about  themselves 
is  contained  in  this  system  should 
address  written  inquiries  to  the  Director, 
Defense  Personnel  Security  Research 
Center,  99  Pacific  Street,  Building  455E, 
Monterey,  CA  93940-2481. 

The  individual  should  provide 
sufficient  proof  of  identity  such  as,  full 
name.  Social  Security  Number  (SSN), 
date  and  place  of  birth. 

RECORD  ACCESS  PROCEDURES: 

Individuals  seeking  access  to 
information  about  themselves  contained 
in  this  system  of  record  should  address 
written  inquires  to  the  Office  of  the 
Secretary  of  Defense/Joint  St^  Freedom 
of  Information  Act  Requester  Service 
Center,  Office  of  Freedom  of 
Information,  1155  Defense  Pentagon, 
Washington,  DC  20301-1155. 

The  individual  should  include  the 
name  and  number  of  this  system  of 
record  notice  and  provide  sufficient 
proof  of  identity  such  as,  full  name. 
Social  Security  Number  (SSN),  and/or 


date  and  place  of  birth.  The  request 
must  be  signed. 

CONTESTING  RECORD  PROCEDURES: 

The  OSD  rules  for  accessing  records, 
for  contesting  contents  and  appealing 
initial  agency  determinations  are 
published  in  OSD  Administrative 
Instruction  81;  32  CFR  part  311;  or  may 
be  obtained  from  the  system  manager. 

RECORD  SOURCE  CATEGORIES: 

The  individual.  Information  is  also 
obtained  from  the  Defense  Clearance 
and  Investigative  Index,  military 
records,  DoD  civilian  employment  and 
military  personnel  records.  Office  of 
Personnel  Management  Records, 

Defense  Security  Service  records, 
records  of  the  Departments  of  Justice 
and  Treasury,  other  commercial  and 
government  sources  providing 
personnel  security-relevant  information. 

EXEMPTIONS  CLAIMED  FOR  THE  SYSTEM: 

Investigative  material  compiled  solely 
for  the  purpose  of  determining 
suitability,  eligibility,  or  qualifications 
for  Federal  civilian  employment, 
military  service.  Federal  contracts,  or 
access  to  classified  information  may  be 
exempt  pursuant  to  5  U.S.C.  552a(k)(5), 
but  only  to  the  extent  that  such  material 
would  reveal  the  identity  of  a 
confidential  source. 

An  exemption  rule  for  this  system  has 
been  promulgated  in  accordance  with 
requirements  of  5  U.S.C.  553(b)(1),  (2), 
and  (3),  (c)  and  (e)  published  in  32'CFT^ 
part  311.  For  additional  information 
contact  the  system  manager. 

[FR  Doc.  E9-17150  Filed  7-17-09;  8:45  am] 
BILLING  CODE  5001 -06-P 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

[Docket  ID  DOD-20C9-OS-0100] 

Privacy  Act  of  1974;  System  of 
Records 

agency:  Defense  Logistics  Agency,  DoD. 
ACTION:  Notice  to  Add  a  System  of 
Records. 

SUMMARY:  The  Defense  Logistics  Agency 
is  proposing  to  add  a  system  of  records 
to  its  inventory  of  record  systems 
subject  to  the  Privacy  Act  of  1974  (5 
U.S.C.  552a),  as  amended. 

DATES:  The  changes  will  be  effective  on 
August  19,  2009  unless  comments  are 
received  that  would  result  in  a  contrary 
determination. 

ADDRESSES:  Send  comments  to  the 
Privacy  Act  Officer,  Headquarters, 
Defense  Logistics  Agency,  ATTN:  DGA, 
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8725  John  J.  Kingman  Road,  Stop  16443, 
Fort  Belvoir,  VA  22060-6221. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Lewis  Oleinick  at  (703)  767-6194. 
SUPPLEMENTARY  INFORMATION:  The 
Defense  Logistics  Agency  notices  for 
systems  of  records  subject  to  the  Privacy 
Act  of  1974  (5  U.S.C.  552a),  as  amended, 
have  been  published  in  the  Federal 
Register  and  are  available  from  the 
address  above. 

The  proposed  systems  reports,  as 
required  by  5  U.S.C.  552a{r)  of  the 
Privacy  Act  of  1974,  as  amended,  were 
submitted  on  July  10,  2009,  to  the  House 
Committee  on  Government  Oversight 
and  Reform,  the  Senate  Committee  on 
Homeland  Security  and  Governmental 
Affairs,  and  the  Office  of  Management 
and  Budget  (OMB)  pursuant  to 
paragraph  4c  of  Appendix  I  to  OMB 
Circular  No.  A-130,  “Federal  Agency 
Responsibilities  for  Maintaining 
Records  About  Individuals,”  dated 
February  8, 1996  (February  20,  1996,  61 
FR  6427). 

Dated:  July  14.  2009. 

Morgan  E.  Frazier, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

SI  70.80 

SYSTEM  NAME: 

DLA  OGC  Student  Loan  Repayment 
Program  Records. 

SYSTEM  location: 

Records  will  be  maintained  in 
Defense  Logistics  Agency  Offices  of 
Counsel.  Addresses  may  be  obtained 
from  the  System  Manager  below. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 

system: 

Current  DLA  Office  of  General 
Counsel  (OGC)  employees  participating 
in  the  DLA  OGC  Student  Loan 
Repayment  Program. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Individual’s  name  and  Social  Security 
Number  (SSN);  qualifying  student  loan 
name,  amount,  date,  number,  lender’s 
name,  address  and  tax  identification 
number,  servicing  office’s  name,  address 
and  tax  identification  number  and 
verification:  recommendation  for 
participation;  and  employee  service 
agreement. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

5  U.S.C.  301,  Departmental 
Regulations;  5  U.S.C.  5379,  Student 
Loan  Repayments;  and  E.O.  9397  (SSN). 

purpose: 

Information  will  be  used  as  a 
retention  incentive  for  DLA  OGC 
attorneys. 


ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

In  addition  to  those  disclosures 
generally  permitted  under  5  U.S.C. 
552a(b)  of  the  Privacy  Act  of  1974,  these 
records  may  specifically  be  disclosed 
outside  the  DoD  as  a  routine  use 
pursuant  to  5  U.S.C.  552a(b)(3)  as 
follows: 

Information  is  provided  to  the  Office 
of  Personnel  Management  to  meet 
statutory  reporting  requirements.  Data 
provided  does  not  include  personal 
identifiers. 

The  DoD  "Blanket  Routine  Uses”  also 
apply  to  this  system  of  records. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

storage: 

Records  may  be  stored  on  paper  and 
on  electronic  storage  media. 

retrievability: 

Records  are  retrieved  by  the 
individual’s  name. 

safeguards: 

Access  to  records  is  restricted  to  those 
users  who  have  an  official  need-to-know 
in  the  performance  of  their  duties  for 
the  Program.  All  users  are  required  to 
have  taken  Information  Assurance  and 
Privacy  training.  Records  are  secured  in 
locked  or  guarded  buildings,  locked 
offices,  or  locked  cabinets  during  non¬ 
duty  hours. 

RETENTION  AND  DISPOSAL: 

Disposition  pending  (treat  records  as 
permanent  until  the  National  Archives 
and  Records  Administration  approves 
the  DLA  retention  and  disposition 
schedule). 

SYSTEM  MANAGER(S)  AND  ADDRESS: 

DSCC  Chief  Counsel,  Defense  Supply 
Center,  Columbus,  P.O.  Box  3990, 
Columbus,  OH  43218-3990. 

NOTIFICATION  PROCEDURE: 

Individuals  seeking  to  determine 
whether  information  about  themselves 
is  contained  in  this  system  should 
'address  written  inquiries  to  the  Privacy 
Act  Office,  Headquarters,  Defense 
Logistics  Agency,  ATTN:  BGA,  8725 
John  J.  Kingman  Road,  Suite  1644,  Fort 
Belvoir,  VA  22060-6221. 

Inquiry  should  contain  the 
individual’s  full  name,  current  address, 
and  telephone  number. 

RECORD  ACCESS  PROCEDURES: 

Individuals  seeking  access  to 
information  about  themselves  contained 
in  this  system  should  address  written 
inquiries  to  the  Privacy  Act  Office, 


Headquarters,  Defense  Logistics  Agency, 
ATTN:  DGA,  8725  John  J.  Kingman 
Road,  Suite  1644,  Fort  Belvoir,  VA 
22060-6221. 

Inquiry  should  contain  the 
individual’s  full  name,  current  address, 
and  telephone  number. 

CONTESTING  RECORD  PROCEDURES: 

The  DLA  rules  for  accessing  records, 
for  contesting  contents,  and  appealing 
initial  agency  determinations  are 
contained  in  32  CFR  part  323,  or  may 
be  obtained  from  the  Privacy  Act  Office, 
Headquarters,  Defense  Logistics  Agency, 
ATTN:  DGA,  8725  John  J.  Kingman 
Road,  Suite  1644,  Fort  Belvoir,  VA 
22060-6221. 

RECORD  SOURCE  CATEGORIES: 

Subject  individual  and  lender 
institution. 

EXEMPTIONS  CLAIMED  FOR  THE  SYSTEM: 

None. 

[FR  Doc.  E9-17154  Filed  7-17-09;  8:45  ami 
BILLING  CODE  5001 -06-P 


DEPARTMENT  OF  DEFENSE 

Office  of  the  Secretary 

[Docket  ID  DOD-2009-OS-0085] 

Privacy  Act  of  1974;  Systems  of 
Records 

AGENCY:  Defense  Logistics  Agency,  DoD. 
ACTION:  Notice  to  Delete  a  System  of 
Records. 

SUMMARY:  The  Defense  Logistics  Agency 
is  deleting  a  system  of  records  notice  in 
its  existing  inventory  of  record  systems 
subject  to  the  Privacy  Act  of  1974  (5 
U.S.C.  552a),  as  amended. 

OATES:  This  action  will  be  effective 
without  further  notice  on  August  19, 
2009  unless  comments  are  received  that 
would  result  in  a  contrary 
determination. 

ADDRESSES:  Chief  Privacy  and  FOIA 
Officer,  Headquarters  Defense  Logistics 
Agency,  ATTN:  DGA,  8725  John  J. 
Kingman  Road,  Suite  1644,  Fort  Belvoir, 
VA  22060-6221 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Lewis  Oleinick  at  (703)  767-6194. 
SUPPLEMENTARY  INFORMATION:  The 
Defense  Logistics  Agency  notices  for 
systems  of  records  subject  to  the  Privacy 
Act  of  1974  (5  U.S.C.  552a),  as  amended, 
have  been  published  in  the  Federal 
Register  and  are  available  from  the 
address  above. 

The  Defense  Logistics  Agency  is 
proposing  to  delete  a  system  of  records 
notice  in  its  existing  inventory  of  record 
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systems  subject  to  the  Privacy  Act  of 
1974  (5  U.S.C.  552a),  as  amended.  The 
proposed  deletion  is  not  within  the 
piuview  of  subsection  (r)  of  the  Privacy 
Act  of  1974,  (5  U.S.C.  552a),  as 
amended,  which  requires  the 
submission  of  a  new  or  altered  system 
report. 

Dated:  July  13,  2009. 

Morgan  E.  Frazier, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

S434.15  DLA-C 

SYSTEM  name: 

Automated  Payroll  Cost  and 
Personnel  System  (APCAPS). 

reason: 

Records  are  now  covered  under  the 
DFAS  Privacy  notice  T7205a,  entitled 
“Defense  Business  Management  System 
(DBMS)”  published  July  2,  2009,  at  74 
FR  31711. 

[FR  Doc.  E9-17152  Filed  7-17-09;  8:45  am] 
BILLING  code  5001-06-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Army,  Corps  of 
Engineers 

Intent  To  Prepare  a  Draft 
Environmental  Impact  Statement  for 
the  Sunridge  Specific  Plan  Projects,  in 
Rancho  Cordova,  Sacramento  County, 
CA,  ID  SPK-2009-00’511 

agency:  Department  of  the  Army,  U.S. 
Army  Corps  of  Engineers,  DOD. 

ACTION:  Notice  of  intent. 

SUMMARY:  The  U.S.  Army  Corps  of 
Engineers,  Sacramento  District,  (Corps) 
will  prepare  a  Environmental  Impact 
Statement  (EIS)  for  six  residential 
development  projects. in  the  Sunridge 
Specific  Plan  area  in  Rancho  Cordova, 
Sacramento  County,  California.  The  EIS 
is  being  prepared  for  the  projects  as  part 
of  ongoing  litigation  concerning 
Department  of  the  Army  permits  issued 
by  the  Corps  between  2005  and  2007  for 
five  of  the  projects  and  a  pending  permit 
decision  for  the  sixth.  A  stay  in  the 
litigation  is  in  place  while  the  Corps 
reevaluates  the  impacts  of  these  projects 
through  preparation  of  the  EIS. 
Collectively  the  projects  would  require 
the  filling  of  approximately  29.7  acres  of 
waters  of  the  United  States,  including 
wetlands. 

ADDRESSES:  Please  send  written 
comments  to  Michael  Jewell,  U.S.  Army 
Corps  of  Engineers,  Sacramento  District, 
1325  J  Street,  Room  1480,  Sacramento, 
CA,  95814-2922. 


FOR  FURTHER  INFORMATION  CONTACT: 

Questions  about  the  proposed  action 
and  EIS  can  be  answered  by  Michael 
Jewell,  (916)  557-6605,  e-mail: 
michael.s.jewell@usace.army.mil. 

SUPPLEMENTARY  INFORMATION:  The 

Sunridge  Specific  Plan  area  is  a  master- 
planned  area  consisting  of  nine 
residential  and  commercial 
developments  located  in  eastern  Rancho 
Cordova,  Sacramento  County, 

California.  The  Specific  Plan,  which 
was  originally  approved  by  the  County 
of  Sacramento  in  2002,  is  part  of  a  larger 
planning  effort  in  the  City  of  Rancho 
Cordova  called  the  Sunrise-Douglas 
Community  Plan.  Three  of  the  nine 
projects  in  the  Sunridge  Specific  Plan 
area  have  been  built.  The  proposed 
action  is  the  construction  of  the 
remaining  six  projects  in  the  Specific 
Plem  area.  Collectively,  these  six 
projects  are  referred  to  as  the  Sunridge 
Specific  Plan  Projects. 

Between  2005  and  2007,  the  Corps 
completed  Environmental  Assessments, 
made  Findings  of  No  Significant  Impact, 
and  issued  permits  for  five  of  the  six 
Sunridge  Specific  flan  Projects.  The 
permitted  projects  are  Anatolia  IV, 
Sunridge  Village  J,  Grantline  208, 
Douglas  Road  98,  and  Douglas  Road 
103.  A  permit  decision  has  not  been 
rendered  for  the  sixth  of  the  Sunridge 
Specific  Plan  Projects,  Arista  Del  Sol. 

1.  Anatolia  IV  (ID  SPK-1 994-002 10): 
The  permitted  project  is  located  on  a  25- 
acre  site  south  of  Douglas  Road.and 
adjacent  to  the  west  side  of  Jaeger  Road. 
Approximately  1.36  acres  of  waters  of 
the  United  States,  including  wetlands, 
are  to  be  filled  to  construct  134  houses, 
several  roads  and  other  infrastructure. 

As  compensation  for  the  loss  of  waters, 
the  permittee  would  construct  1.36 
acres  of  wetland  habitat.  The  permittee 
for  this  project  is  Sunridge,  LLC. 

2.  Sunridge  Village  J  (ID  SPK-2001- 
00230):  The  permitted  project  is  located 
on  a  81.25-acre  site  in  the  southwest 
corner  of  the  intersection  formed  by 
Douglas  Road  and  Jaeger  Road. 
Approximately  2.99  acres  of  waters  of 
the  United  States,  including  wetlands, 
are  to  be  filled  to  construct  369  houses, 
several  roads  and  other  infrastructmre. 

As  compensation  for  the  loss  of  waters, 
the  permittee  would  construct  3.38 
acres  of  wetland  habitat.  The  permittee 
for  this  project  is  Cresleigh  Homes. 

3.  Grantline  208  (ID  SPK 1994-00365): 
The  permitted  project  is  located  on  a 
211-acre  site  in  the  southeast  corner  of 
the  intersection  formed  by  Douglas  Road 
and  Grantline  Road.  Approximately  5.7 
acres  of  waters  of  the  United  States, 
including  wetlands,  are  to  be  filled  to 
construct  855  houses,  several  roads  and 


other  infrastructure.  As  compensation 
for  the  loss  of  waters,  the  permittee 
would  construct  6.15  acres  of  wetland 
habitat.  The  permittee  for  this  project  is 
Grantline  Investors,  LLC. 

4.  Douglas  Road  98  (ID  SPK-2002- 
00568):  The  permitted  project  is  located 
on  a  105-acre  site  south  of  Douglas  Road 
and  adjacent  to  the  west  side  of 
Grantline  Road.  Approximately  3.9 
acres  of  waters  of  the  United  States, 
including  wetlands,  are  to  be  filled  to 
construct  693  houses,  several  roads  and 
other  infrastructure.  As  compensation 
for  the  loss  of  waters,  the  permittee 
would  construct  3.9  acres  of  wetland 
habitat.  The  permittee  for  this  project  is 
Woodside  Homes. 

5.  Douglas  Road  103  (ID  SPK-1 997- 
00006):  The  permitted  project  is  located 
on  a  106-acre  site  adjacent  to  the  south 
side  of  Douglas  Road  and  west  of 
Grantline  Road.  Approximately  2  acres 
of  waters  of  the  United  States,  including 
wetlands,  are  to  be  filled  to  construct 
301  houses,  several  roads  and  other 
infrastructure.  As  compensation  for  the 
loss  of  waters,  the  permittee  would 
construct  7.25  acres  of  wetland  habitat. 
The  permittee  for  this  project  is  Douglas 
Grantline  103  Investors,  LLC. 

6.  Arista  Del  Sol  (ID  SPK-2004- 
00458):  The  proposed  project  is  located 
on  a  210-acre  site  south  of  Douglas  Road 
and  adjacent  to  the  west  side  of 
Grantline  Road.  Approximately  13.9 
acres  of  waters  of  the  United  States, 
including  wetlands,  would  be  filled  to 
construct  906  houses,  several  roads  and 
other  infrastructure.  As  compensation 
for  the  loss  of  waters,  the  permittee 
proposed  to  construct  13.9  acres  of 
wetland  habitat.  The  permit  applicant 
for  this  project  is  Pappas  Investments. 

The  EIS  will  include  an  evaluation  of 
a  reasonable  range  of  alternatives. 
Currently,  the  following  alternatives  are 
expected  to  be  analyzed  in  detail: 

(1)  The  no  action  alternative,  (2)  the 
proposed  action  (the  applicants 
preferred  projects),  and  (3)  a  reduced 
development  footprint  alternative.  The 
no  action  alternative  will  be  limited 
development  on  uplands,  while 
avoiding  all  waters  of  the  United  States. 
A  reduced  development  footprint 
alternative  will  involve  less 
development  with  fewer  impacts  to 
waters  of  the  United  States. 

The  Corps’  scoping  process  for  the  EIS 
includes  a  public  involvement  program 
with  several  opportunities  to  provide 
oral  and  written  coinments.  In  addition 
to  public  meetings  and  notifications  in 
the  Federal  Register,  the  Corps  will 
issue  public  notices  when  the  draft  and 
final  EISs  are  available.  Affected  federal, 
state,  and  local  agencies.  Native 
American  tribes,  and  other  interested 
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private  organizations  and  parties  are 
invited  to  participate. 

Potentially  significant  issues  to  be 
analyzed  in  the  EIS  include,  but  are  not 
limited  to:  Hydrology,  water  supply, 
water  quality,  cultural  resources, 
biological  resources,  traffic  and 
transportation,  and  air  quality.  The 
Corps  is  the  lead  agency  for  preparation 
of  the  EIS  under  the  requirements  of  the 
National  Environmental  Policy  Act 
(NEPA).  The  Corps  has  requested  the 
U.S.  Environmental  Protection  Agency 
(EPA)  and  U.S.  Fish  and  Wildlife  , 
Service  (USFWS)  serve  as  cooperating 
agencies  on  the  EIS.  The  Corps  will 
coordinate  with  other  agencies,  such  as 
the  City  of  Rancho  Cordova,  in 
preparation  of  the  EIS. 

Other  environmental  review  and 
consultation  requirements  for  the 
proposed  actions  include  water  quality 
certification  under  Section  401  of  the 
Clean  Water  Act  from  the  California 
Regional  Water  Quality  Control  Board. 
All  six  of  the  Sunridge  Specific  Plans 
projects  have  received  water  quality 
certification.  In  addition,  because  the 
projects  may  affect  federally-listed 
endangered  species,  the  Corps  was 
required  to  consult  with  the  USFWS  in 
accordance,  with  Section  7  of  the  federal 
Endangered  Species  Act.  Biological 
Opinions  were  issued  by  the  USFWS  for 
all  six  projects. 

Two  public  scoping  meetings  for  the 
EIS  will  be  held  on  July  30,  2009,  with 
the  first  from  5  p.m.  to  6  p.m.  and  the 
second  from  7  p.m.  to  8  p.m.  The 
meetings  will  be  held  at  the  Rancho 
Cordova  City  Hall,  2729  Prospect  Park 
Drive,  American  River  Room — South, 
Rancho  Cordova,  CA  95670.  Interested 
parties  can  provide  oral  and  written 
comments  at  the  meetings.  Scoping 
comments  should  be  submitted  before 
August  31,  2009  but  may  be  submitted 
at  any  time  prior  to  publication  of  the 
Draft  EIS. 

Interested  parties  may  register  for  the 
Corps’  public  notice  email  notification 
lists  at:  http://www.spk.usace.army.mil/ 
organizations/cespk-co/regulatory/ 
pnlist.html. 

Dated:  July  9,  2009 
James  A.  Porter, 

Lt.  Colonel,  Corps  of  Engineers,  Acting  District 
Engineer. 

[FR  Doc.  E9-17159  Filed  7-17-09;  8:45  am] 
BILLING  CODE  3720-5»-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Army,  Corps  of 
Engineers 

Notice  of  Avaiiabiiity  of  the  Finai 
Environmentai  impact  Statement  for 
the  C-111  Spreader  Canai  Western 
Project  Located  in  Miami-Dade 
Counties,  FL 

agency:  U.S,  Army  Corps  of  Engineers, 
DoD. 

ACTION:  Notice  of  availability. 

SUMMARY:  The  U.S.  Army  Corps  of 
Engineers  (USACE)  is  issuing  this  notice 
to  advise  the  public  that  a  Final 
Environmental  Impact  Statement  (EIS) 
has  heen  completed  and  is  available  for 
review  and  comment. 

DATES:  In  accordance  with  the  National 
Environmental  Policy  Act  (NEPA),  we 
have  filed  the  Final  EIS  with  the  U.S. 
Environmental  Protection  Agency  (EPA) 
for  publication  of  their  notice  of 
availability  in  the  Federal  Register.  The 
EPA  notice  officially  starts  the  30-day 
review  period  for  this  document.  It  is 
the  goal  of  the  USACE  to  have  this 
notice  published  on  the  same  date  as  the 
EPA  notice.  However,  if  that  does  not 
occur,  the  date  of  the  EPA  notice  will 
determine  the  closing  date  for 
comments  on  the  Final  EIS.  Comments 
on  the  Final  EIS  must  be  submitted  to 
the  address  below  under  Further 
Contact  Information  and  must  be 
received  no  later  than  5  p.m.  Eastern 
Standard  Time,  Monday,  August  17, 
2009. 

ADDRESSES:  The  Final  EIS  can  be  viewed 
online  at  http:// 

www.saj.  usace.army  mil/Divisions/ 
Regulatory /Interestitems.htm.  Copies  of 
the  Final  EIS  are  also  available  for 
review  at  the  following  libraries:  Miami- 
Dade  Public  Library,  Homestead  Branch, 
700  N.  Homestead  Blvd.,  Homestead,  FL 
33030.  Miami-Dade  Public  Library, 

Main  Branch,  101  West  Flagler  Street, 
Miami,  FL  33130. 

FOR  FURTHER  INFORMATION  CONTACT:  Ms. 

Alisa  Zarbo,  Project  Manager,  U.S.  Army 
Corps  of  Engineers,  Jacksonville  District, 
4400  PGA  Boulevard,  Suite  500,  Palm 
Beach  Gardens,  Florida  33410, 
Telephone:  561-472-3516,  Fax:  561- 
626-6971. 

SUPPLEMENTARY  INFORMATION:  The  South 
Florida  Water  Management  District 
(SFWMD)  proposes  to  construct  the 
C-111  Spreader  Canal  Western  Project 
in  Miami-Dade  County.  The  project 
addresses  the  need  to  restore  ecosystem 
function  in  Taylor  Slough  and  Florida 
Bay  within  the  Everglades  National 
Park,  the  adjacent  Southern  Glades,  the 


Model  Land,  and  other  associated 
wetlands  and  estuarine  systems.  The 
SFWMD  anticipates  that  this  proposed 
project  will  become  an  authorized 
Comprehensive  Everglades  Restoration 
Plan  (CERP)  project,  emd  that  it  will 
receive  credit  for  the  early  construction 
of  this  proposed  project  as  the  local 
sponsor.  This  Final  EIS  builds  upon  the 
draft  Project  Implementation  Report 
(PIR)/EIS  that  has  already  been  released 
to  the  public  under  the  CERP  and  the 
Regulatory  program.  As  such,  this  EIS 
includes  numerous  discussions  of 
compliance  with  CERP  requirements. 
While  not  critical  to  the  Department  of 
the  Army  permit  decision,  this 
information  provides  more  context  than 
a  typical  EIS  and  also  details  about 
USACE  planning  policy. 

The  C-111  Spreader  Canal  Western 
Project  is  essential  to  achieving 
restoration  of  Taylor  Slough  and 
downstream  areas  within  the  affected 
areas  in  the  Everglades  National  Park, 
the  Model  Land  and  the  Southern 
Glades  area,  and  plays  an  integral  role 
in  meeting  the  CERP  system-wide 
ecosystem  restoration  goals  and 
objectives.  Structural  and  operational 
changes  will  be  implemented  to 
improve  the  quantity,  timing,  and 
distribution  of  water  delivered  to 
Florida  Bay  via  Taylor  Slough,  as  well 
as  improve  hydroperiods  within  the 
wetlands  of  the  Southern  Glades  and 
Model  Land.  Hydroperiods  and 
hydropatterns  within  the  wetlands  of 
the  Southern  Glades  and  Model  Land 
will  be  improved  by  the  construction  of 
a  new  operable  water  control  structure 
in  the  lower  C-111  Canal,  incremental 
operational  changes  at  existing  structure 
S-18C,  changes  in  operations  at  the 
existing  S-20  structure,  construction  of 
a  plug  at  existing  structure  S-20A,  and 
the  installation  of  ten  earthen  plugs  in 
the  C-110  Canal.  As  a  result  of  the 
construction  and  operation  of  the  C-111 
Spreader  Canal  Western  project, 
approximately  200.73  acres  (in  total)  of 
wetlands  and  waters  of  the  United 
States  would  be  permanently  impacted 
and  39.98  acres  (in  total)  of  wetlands 
and  waters  of  the  United  States  would 
be  temporarily  impacted  as  a  result  of 
the  placement  of  fill  material, 
excavation,  and/or  flooding.  In  addition, 
approximately  149.26  acres  of  atypical 
wetlands  (agricultural)  would  be  > 
impacted  by  excavation,  then  inundated 
with  water.  The  SFWMD  would  need  to 
obtain  a  U.S.  Department  of  the  Army 
permit  from  the  USACE  pursuant  to 
Section  404  of  the  Clean  Water  Act.  This 
final  Environmental  Impact  Statement 
evaluates  the  enviroiunental  effects  of 
seven  alternatives,  including  the 
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SFWMD’s  preferred  alternative  and  the 
No  Action  Alternative. 

Dated;  July  10,  2009. 

David  Hobbie, 

Chief,  Regulatory  Division. 

[FR  Doc.  E9-17167  Filed  7-17-09;  8:45  am] 
BILLING  CODE  3710-AJ-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy 

Notice  of  Public  Hearings  for  the  U.S. 
Marine  Corps  Grow  the  Force  at  Marine 
Corps  Base  (MCB)  Camp  Lejeune, 
Marine  Corps  Air  Station  (MCAS)  New 
River,  and  MCAS  Cherry  Point,  North 
Carolina  Draft  Environmental  Impact 
Statement 

agency:  Department  of  the  Navy,  DoD. 
ACTION:  Notice. 

SUMMARY:  Pursuant  to  Section 
(I02)(2)(c)  of  the  National 
Environmental  Policy  Act  of  1969 
(NEPA)  (42  United  States  Code  [U.S.C.] 
4321);  the  Council  on  Environmental 
Quality  (CEQ)  regulations  for 
implementing  the  procedvual  provisions 
of  NEPA  (Title  40  Code  of  Federal 
Regulations  [CFR]  Parts  1500-1508); 
Department  of  Navy  Procedures  for 
Implementing  NEPA  (32  CFR  Part  775); 
and  Marine  Corps  NEPA  directives 
(Marine  Corps  Order  P5090.2A),  the 
Marine  Corps  has  prepared  and  filed 
with  the  U.S.  Environmental  Protection 
Agency  (EPA)  a  Draft  Environmental 
Impact  Statement  (EIS)  which  evaluates 
the  potential  environmental 
consequences  that  may  result  from 
implementing  the  Grow  the  Force 
initiative  in  North  Carolina  in 
accordance  with  the  President’s 
mandate  and  Congressional  direction  to 
increase  end  strength  across  the  Marine 
Corps  war-fighting  organizations  by  the 
end  of  Fiscal  Year  2011  (FYll).  The 
U.S.  Army  Corps  of  Engineers, 
Wilmington  district,  is  a  cooperating 
agency  for  the  EIS.  A  Notice  of  Intent  for 
this  EIS  was  published  in  the  Federal 
Register  on  December  14,  2007  (Vol.  72, 
No.  240,  p.  71128). 

The  Marine  Corps  will  conduct  three 
public  hearings  to  receive  oral  and 
written  comments  on  the  Draft  EIS. 
Federal,  State,  and  local  agencies  and 
interested  individuals  are  invited  to  be 
present  or  represented  at  the  public 
hearing  meetings.  This  notice 
armounces  the  dates  and  locations  of  the 
public  hearings  for  this  Draft  EIS; 
supplementary  information  about  the 
environmental  planning  effort  is  also 
included  in  this  notice. 


DATES:  An  open  house  session  will 
precede  the  public  hearing  at  each  of  the 
locations  listed  below.  Individuals  will 
be  allowed  to  review  the  information 
presented  in  the  Draft  EIS  and  Marine 
Corps  representatives  will  be  available 
during  the  open  house  sessions  to 
clarify  information  related  to  the  Draft 
EIS.  For  all  meetings  the  open  house 
will  be  held  from  5  p.m.  to  8  p.m.,  and 
the  public  hearing  will  be  held  from 
6:30  p.m.  to  8  p.m.  Public  hearings  will 
be  held  on  the  following  dates  and  at 
the  following  locations  in  North 
Carolina: 

(1)  Tuesday,  August  18,  2009, 
Havelock  Tourist  and  Event  Center,  201 
Tourist  Center  Drive,  Havelock,  NC. 

(2)  Wednesday,  August  19,  2009, 
Jacksonville  High  School,  Auditorium, 
1021  Henderson  Drive,  Jacksonville,  NC. 

(3)  Thursday,  August  20,  2009,  Holly 
Ridge  Community  Center,  404  Sound 
Road,  Holly  Ridge,  NC. 

The  Draft  EIS  was  distributed  to 
Federal,  State,  and  local  agencies, 
elected  officials,  and  other  interested 
parties  and  organizations  on  July  17, 
2009.  The  public  comment  period  will 
end  on  September  1,  2009.  Copies  of  the 
Draft  EIS  are  available  for  public  review 
at  the  following  libraries:  Onslow 
County  Public  Library,  58  Doris  Ave. 
East,  Jacksonville,  NC  28540;  Richlands 
Branch  Library,  299  S.  Wilmington  St., 
Richlands,  NC  28574;  Sneads  Ferry 
Branch  Library,  242  Sneads  Ferry  Rd., 
Sneads  Ferry,  NC  28460;  Law  Library 
Branch,  109  Old  Bridge  St.,  Jacksonville, 
NC  28540;  and  Havelock-Craven  County 
Public  Library,  301  Cunningham 
Boulevard,  Havelock,  NC  28532.  The 
Draft  EIS  is  also  available  for  electronic 
public  viewing  at:  http:// 

WWW. GrowTheForceNC.com. 

'  A  paper  copy  of  the  Draft  EIS  will  be 
made  available  upon  written  request  by 
contacting  Naval  Facilities  Engineering 
Command  Mid-Atlantic,  Marine  Corps 
Grow  the  Force  in  NC,  EIS  Project 
Manager,  6506  Hampton  Boulevard, 
Norfolk,  VA  23508. 

Comments:  Federal,  State,  smd  local 
agencies  and  interested  parties  are 
invited  to  be  present  or  be  represented 
at  the  public  hearings.  Written 
comments  can  be  submitted  during  the 
open  house  sessions  preceding  the 
public  hearings. 

Oral  statements  will  be  heard  and 
transcribed  by  a  stenographer;  however, 
to  ensure  the  accuracy  of  the  record,  all 
statements  should  be  submitted  in 
writing.  All  statements,  both  oral  and 
written,  will  become  part  of  the  public 
record  on  the  Draft  EIS  and  will  be 
responded  to  in  the  Final  EIS.  Equal 
weight  will  be  given  to  both  oral  and 
written  statements.  In  the  interest  of 


available  time,  and  to  ensure  all  who 
wish  to  give  an  oral  statement  have  the 
opportunity  to  do  so,  each  speaker’s 
comments  will  be  limited  to  three  (3) 
minutes.  If  a  long  statement  is  to  be 
presented,  it  should  be  summarized  at 
the  public  hearing  with  the  full  text 
submitted  in  writing  at  the  hearing,  or 
mailed  to  Naval  Facilities  Engineering 
Command  Mid-Atlantic,  Marine  Corps 
Grow  the  Force  in  NC,  EIS  Project 
Manager,  6506  Hampton  Boulevard, 
Norfolk,  VA  23508.  In  addition, 
comments  may  be  submitted  on-line  at 
http://www.GrowTheForceNC.com 
during  the  45-day  comment  period.  All 
written  comments  must  be  postmarked 
by  September  8,  2009,  to  ensure  they 
become  part  of  the  official  record.  All 
comments  will  be  addressed  in  the  Final 
EIS. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Michael  H.  Jones,  telephone:  (757)  322- 
4942.  Please  submit  requests  for  special 
assistance,  sign  language  interpretation 
for  the  hearing  impaired  or  other 
auxiliary  aids  at  the  public  meetings  to 
Mr.  Jones  by  August  4,  2009. 
SUPPLEMENTARY  INFORMATION:  The 
proposed  action  and  subject  of  the  Draft 
EIS  covers  the  permanent,  incremental 
increase  of  active  duty  and  civilian 
personnel  and  their  dependents  at  three 
North  Carolina  Marine  Corps 
Installations:  MCB  Camp  Lejeune, 

MCAS  New  River,  and  MCAS  Cherry 
Point.  The  increase  in  personnel  is  part 
of  a  nationwide  Presidential  mandate 
for  the  Marine  Corps  to  grow  its  force 
size  from  186,000  to  202,000  Marines  by 
the  end  of  FYll.  Three  action 
alternatives  and  a  No  Action  Alternative 
were  carried  forward  for  analysis  in  the 
Draft  EIS. 

The  No  Action  Alternative 
(Alternative  1)  was  examined  in  the 
Draft  EIS.  Under  this  alternative,  the 
permanent,  incremental  increase  of 
Marine  Corps  personnel  at  North 
Carolina  Installations  would  not  occur. 
This  alternative  is  included  to  provide 
a  baseline  from  which  to  gauge  potential 
impacts  of  the  action  alternatives,  even 
though  it  would  not  meet  the  purpose 
and  need  to  permanently  increase 
Marine  Corps  personnel  at  North 
Carolina  bases.  In  addition,  it  is 
incompatible  with  the  President’s 
mandate  to  increase  Marine  Corps 
personnel. 

The  Preferred  Alternative  (Alternative 
2)  includes  the  addition  of 
approximately  7,700  personnel  at  MCB 
Camp  Lejeune,  1,400  at  MCAS  New 
River,  and  close  to  800  at  MCAS  Cherry 
Point  (total  of  9,900  active  duty  and 
civilian  personnel),  as  well  as 
approximately  9,450  dependents. 
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To  support  this  growth,  a  multi-yeeir, 
major  construction  effort  would  occur  at 
all  three  installations.  Proposed 
infrastructure  development  at  each 
installation  (at  least  to  some  extent) 
includes:  Constructing  administrative, 
educational,  training,  maintenance,  and 
operations  facilities;  providing  living 
accommodations  (housing,  lodging,  and 
mess  halls);  building  Morale,  Welfare, 
and  Recreation  facilities  (fitness  centers, 
medical/dental  clinics,  child 
development  centers);  demolishing 
existing  buildings  and  infrastructure; 
and  constructing  and/or  upgrading 
infrastructure  (e.g.,  roads,  power,  and 
communications).  Proposed 
development  would  result  in 
approximately  1,700  acres  of 
disturbance  at  MCB  Camp  Lejeune,  160 
acres  at  MCAS  New  River,  and  117  acres 
at  MCAS  Cherry  Point. 

Under  Alternative  3  the  same 
permanent  increase  of  Marines  cmd 
dependents  would  occur  at  the  three 
North  Carolina  Installations  as 
described  for  the  Preferred  Alternative; 
however,  a  reduced  construction  effort 
would  be  implemented.  This  alternative 
meets  the  purpose  and  need  to  establish 
the  Marine  Corps  personnel  increases 
on  a  permanent  basis;  however,  once 
deployments  are  curtailed  and  Marines 
return  to  their  home  stations  from 
abroad,  infrastructure  capacity  to 
support  all  the  Marines  would  be 
considerably  strained  at  the  three 
Installations.  Under  this  alternative 
proposed  development  would  result  in 
approximately  360  acres  of  disturbance 
at  MCB  Camp  Lejeune,  90  acres  at 
MCAS  New  River,  and  40  acres  at 
MCAS  Cherry  Point. 

Under  Alternative  4,  the  same 
permanent  increase  of  Marines  and 
dependents  would  occur  at  the  three 
Installations  as  described  in  the 
Preferred  Alternative;  however,  no 
construction  projects  or  infrastructure 
development  would  occur.  The 
increased  personnel  would  be 
accommodated  in  existing  facilities  or 
temporary/relocatable  buildings  already 
in  place.  The  purpose  and  need  for  the 
Proposed  Action  would  be  met; 
however,  by  not  implementing  any 
construction  projects  or  upgrades, 

*  infrastructure  capacity  to  support  all  the 
Marines  would  be  considerably  strained 
at  all  three  Installations. 

Environmental  resources  addressed  in 
the  Draft  EIS  include  land  use  and 
coastal  zone  management; 
socioeconomics;  recreation  and  visual 
resources;  community  services  and 
facilities;  transportation  and  traffic; 
utilities  and  infrastructme;  hazardous 
materials,  toxic  substances,  and 
hazardous  waste;  noise;  air  quality; 


natural  resources,  including  threatened 
and  endangered  species;  earth  resources 
(e.g.,  soils  and  geology);  water  resources 
(e.g.,  surface  waters  and  wetlands);  and 
cultural  resources.  The  Draft  EIS  also 
accounts  for  cumulative  impacts  from 
other  past,  present,  and  reasonably 
foreseeable  future  actions  in  the 
Jacksonville  and  Havelock,  North 
Carolina  regional  area. 

The  Draft  EIS  analyses  indicate  that 
the  proposed  personnel  increases  would 
substantially  increase  the  population 
residing  on  the  three  Marine  Corps 
installations,  as  well  as  the  population 
within  the  surrounding  communities  of 
Onslow,  Craven,  and  Carteret  counties. 
Onslow  and  Craven  counties  ene 
anticipated  to  receive  95  percent  of  the 
growth  directly  associated  with  the 
proposed  action.  The  influx  of 
personnel  would  have  direct  impacts 
(but  not  at  a  magnitude  to  introduce 
major  adverse  effects)  to 
socioeconomics,  community  services 
(specifically  schools  in  Onslow  County), 
utilities,  and  local  traffic.  The  Preferred 
Alternative  would,  however,  introduce 
positive  input  into  the  local  economy 
from  economic  gains  associated  with 
military  salaries  and  taxes  (long-term 
gain)  and  major  construction  efforts 
(short-term  gain). 

The  proposed  construction  and 
demolition  would  have  adverse  impacts 
to  cultural  resources  at  MCB  Camp 
Lejeune  (demolition  of  three  historic 
buildings).  Mitigation  measures  will  be 
developed  in  consultation  with  the 
North  Carolina  State  Historic 
Preservation  Officer.  Proposed 
construction  also  has  the  potential  to 
impact  wetlands  at  all  three 
installations.  However,  these  impacts 
are  not  anticipated  to  be  significant  due 
to  the  best  management  practices 
utilized  by  the  Marine  Corps. 

Schedule:  A  Notice  of  Availability 
(NOA)  of  the  Draft  EIS  will  be  published 
both  in  the  Federal  Register  and  local 
print  media,  which  starts  the  45-day 
public  comment  period  for  the  Draft 
EIS.  The  Marine  Corps  will  consider 
and  respond  to  all  comments  received 
on  the  Draft  EIS  when  preparing  the 
Final  EIS.  The  Department  of  the  Navy 
intends  to  issue  the  Final  EIS  no  later 
than  December  2009,  at  which  time  a 
NOA  will  be  published  in  the  Federal 
Register  and  local  media.  A  Record  of 
Decision  will  be  issued  no  sooner  than 
30  days  following  publication  of  the 
Final  EIS. 


Dated:  July  14,  2009. 

A.M.  Vallandingham, 

Lieutenant  Commander,  Judge  Advocate 
General’s  Corps,  U.S.  Navy,  Federal  Register 
Liaison  Officer. 

[FR  Doc.  E9-17180  Filed  7-17-09;  8:45  am] 
BILLING  CODE  381(>-FF-P 


DEPARTMENT  OF  DEFENSE 
Department  of  the  Army 

[Docket  ID  USA-2009-0017] 

Privacy  Act  of  1974;  System  of 
Records 

AGENCY:  Department  of  the  Army,  DoD. 

ACTION:  Notice  to  add  a  system  of 
records. 


SUMMARY:  The  Department  of  the  Army 
is  proposing  to  add  a  system  of  records 
to  its  existing  inventory  of  records 
systems  subject  to  the  Privacy  Act  of 
1974,  (5  U.S.C.  552a),  as  amended. 

DATES:  The  proposed  action  will  be 
effective  on  August  19,  2009  unless 
comments  are  received  that  would 
result  in  a  contrary  determination. 

ADDRESSES:  Department  of  the  Army, 
Freedom  of  Information/Privacy 
Division,  U.S.  Army  Records 
Management  and  Declassification 
Agency,  7701  Telegraph  Road,  Casey 
Building,  Suite  144,  Alexandria,  VA 
22325-3905. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Leroy  Jones  at  (703)  428-6185. 

SUPPLEMENTARY  INFORMATION:  The 

Department  of  the  Army  systems  of 
records  notices  subject  to  the  Privacy 
Act  of  1974,  (5  U.S.C.  552a),  as 
amended,  have  been  published  in  the 
Federal  Register  and  are  available  from 
the  address  above. 

The  proposed  system  report,  as 
required  by  5  U.S.C.  552a(r)  of  the 
Privacy  Act  of  1974,  as  amended,  was 
submitted  on  July  10,  2009,  to  the  House 
Committee  on  Oversight  and 
Government  Reform,  the  Senate 
Committee  on  Homeland  Security  and 
Governmental  Affairs,  and  the  Office  of 
Management  and  Budget  (OMB) 
pursuant  to  paragraph  4c  of  Appendix  I 
to  OMB  Circular  No.  A-130,  ‘Federal 
Agency  Responsibilities  for  Maintaining 
Records  About  Individuals’,  dated 
February  8,  1996  (February  20,  1996,  61 
FR6427). 
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Dated:  July  13,  2009. 

Morgan  E.  Frazier, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

A0600-63  G3/5/7 

SYSTEM  name: 

Soldier  Fitness  Tracker  System. 

SYSTEM  location: 

HQDA  G3/5/7-CCSA,  Information 
Management  Support  Center,  Zachary 
Taylor  Building,  2530  Crystal  Drive, 
Arlington,  VA  22202-0400. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 
SYSTEM: 

Current  Army  military  personnel 
(Active  Duty,  Reserve,  and  National 
Guard),  family  members  of  Army  service 
members,  and  Army  civilian  employees. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

The  Soldier  Fitness  Tracker  System 
contains  up-to-date  and  historical  data 
related  to  family,  emotional,  spiritual, 
social,  and  physical  fitness.  It  will 
include  names.  Social  Security  Numbers 
(SSN),  dates  of  birth,  gender,  race, 
ethnic  category,  rank/grade,  service, 
service  componeijt,  occupation, 
education  level,  marital  status, 
dependent  quantities,  home  and  unit 
location  data  including  5  digit  zip 
codes,  and  various  other  information 
elements.  In  addition,  the  system  will 
contain  data  on  periodic  and 
deployment  health  appraisal 
information  and  historical  data  on 
personnel  and  deployments.  It  includes 
medical  encounter  information 
including  periodic  health  and  wellness 
survey  information,  readiness  status 
information,  and  longitudinal 
demographic  and  occupational 
information,  assignment  and 
deplo5mient  information,  and  results  of 
aptitude  tests.  It  also  includes 
information  related  to  enrollment  and 
completion  of  programs  to  improve 
employee  physical  and  mental 
functioning. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

5  U.S.C.  301,  Departmental 
Regulations:  10  U.S.C.  136,  Under 
Secretary  of  Defense  for  Personnel  and 
Readiness:  10  U.S.C.  3013,  Secretary  of 
the  Army:  DoD  Instruction  1100.13, 
Surveys  of  DoD  Personnel:  DoD 
Directive  6490.2,  Comprehensive  Health 
Surveillance:  DoD  Directive  6490.3, 
Deployment  Health:  DoD  Directive 
1404.10,  Civilian  Expeditionary 
Workforce:  AR  600-63,  The  Army 
Health  Program  and  E.O.  9397  (SSN). 

PURPOSE(S): 

The  Soldier  Fitness  Tracker  System 
supports  a  systematic  collection. 


analysis,  interpretation,  and  reporting  of 
standardized,  population  based  data  for 
the  purposes  of  self  assessing, 
characterizing,  and  developing 
individualized  profiles  to  guide 
individuals  through  structured  self 
development  training  modules  with  the 
goal  of  improving  mental  and  physical 
well-being,  coping  skills  and  strategies. 
The  Comprehensive  Soldier  Fitness 
Program,  which  operates  the  Soldier 
Fitness  Tracker  System,  routinely 
advises  leadership  of  trends  and 
anomalies  in  the  Comprehensive  Soldier 
Fitness  Leader’s  Monthly  Summary 
Report.  Summarized  unit  level  reports 
will  be  disseminated  via  the  Leader’s 
Decision  Support  Dashboard  to  military 
leaders. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

.  In  addition  to  those  disclosures 
generally  permitted  under  5  U.S.C. 
552a(b)  of  the  Privacy  Act  of  1974,  these 
records  contained  therein  may 
specifically  be  disclosed  outside  the 
DoD  as  a  routine  use  pursuant  to  5 
U.S.C.  552a(b)(3)  as  follows: 

The  DoD  ‘Blanket  Routine  Uses’  set 
forth  at  the  beginning  of  the  Army’s 
compilation  of  systems  of  records 
notices  also  apply  to  this  system. 

Note;  This  system  of  records  contains 
Personal  Identifiable  Information.  The  DoD 
Health  Information  Privacy  Regulation  (DoD 
6025. 18-R)  issued  pursuant  to  the  Health 
Insurance  Portability  and  Accountability  Act 
of  1996,  applies  to  most  such  health 
information.  DoD  6025. 18-R  may  place 
additional  procedural  requirements  on  the 
uses  and  disclosures  of  such  information 
beyond  those  found  in  the  Privacy  Act  of 
1974  or  mentioned  in  this  system  of  records 
notice. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

storage: 

Electronic  storage  media. 
retrievability: 

By  individual  Social  Security  Number 
(SSN),  Service  Number,  and  name. 

SAFEGUARDS: 

Electronic  records  are  maintained 
within  secured  buildings  in  areas 
accessible  only  to  persons  having 
official  need  to  know,  and  who  are 
properly  trained  and  screened.  In 
addition,  the  system  will  be  a  controlled 
system  with  passwords,  and  Common 
Access  Card  (CAC)  governing  access  to 
data. 

retention  and  disposal: 

Records  are  destroyed  when  no  longer 
needed  for  reference  and/or  for 


conducting  business.  Records  are 
destroyed  by  erasing. 

SYSTEM  MANAGER(S)  AND  ADDRESS: 

Program  Manager,  Soldier  Fitness 
Tracker  System,  HQDA  G-3/5/7-CSF, 
Zachary  Taylor  Building,  2530  Crystal 
Drive,  Arlington,  VA  22202-0400. 

NOTIFICATION  PROCEDURE: 

Individuals  seeking  to  determine 
whether  information  about  themselves 
is  contained  in  this  system  should 
address  written  inquiries  to  the  HQDA 
G-3/5/7-CSF,  Director,  Zachary  Taylor 
Building,  2530  Crystal  Drive,  Arlington, 
VA  22202-0400. 

For  verification  purposes,  individuals 
should  provide  their  full  name.  Social 
Security  Number  (SSN),  any  details, 
which  may  assist  in  locating  records, 
and  their  signature.  In  addition,  the 
requester  must  provide  a  notarized 
statement  or  an  unsworn  declaration 
made  in  accordance  with  28  U.S.C. 

1746,  in  the  following  format: 

If  executed  outside  the  United  States: 

‘I  declare  (or  certify,  verify,  or  state)  under 
penalty  of  perjury  under  the  laws  of  the 
United  States  of  America  that  the  foregoing 
is  true  and  correct.  Executed  on  (date). 
(Signature)’. 

If  executed  within  the  United  States,  its 
territories,  possessions,  or  commonwealths:  ‘I 
declare  (or  certify,  verify,  or  state)  under 
penalty  of  perjury  that  the  foregoing  is  true 
and  correct.  Executed  on  (date).  (Signature)’. 

RECORD  ACCESS  PROCEDURES: 

Individuals  seeking  access  to 
information  about  themselves  contained 
in  this  system  should  address  written 
inquiries  to  the  HQDA  G-3/5/7-CSF, 
Director,  Zachary  Taylor  Building,  2530 
Crystal  Drive,  Arlington,  VA  22202- 
0400. 

For  verification  purposes,  individuals 
should  provide  their  full  name.  Social 
Seciurity  Number,  any  details,  which 
may  assist  in  locating  records,  and  their 
signature.  In  addition,  the  requester 
must  provide  a  notarized  statement  or 
an  unsworn  declaration  made  in 
accordance  with  28  U.S.C.  1746,  in  the 
following  format; 

If  executed  outside  the  United  States: 

‘I  declare  (or  certify,  verify,  or  state)  under 
penalty  of  perjury  under  the  laws  of  the 
United  States  of  America  that  the  foregoing 
is  true  and  correct.  Executed  on  (date). 
(Signature)’. 

If  executed  within  the  United  States,  its 
territories,  possessions,  or  commonwealths:  ‘I 
declare  (or  certify,  verify,  or  state)  under 
penalty  of  perjiuy  that  the  foregoing  is  true 
and  correct.  Executed  on  (date).  (Signature)’. 

CONTESTING  RECORD  PROCEDURES: 

The  Army’s  rules  for  accessing 
records,  and  for  contesting  contents  and 
appealing  initial  agency  determinations 
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are  contained  in  Army  Regulation  340- 
21;  32  CFR  part  505;  or  may  be  obtained 
from  the  system  manager.  Denial  to 
amend  records  in  this  system  can  be 
made  only  by  the  Deputy  Chief  of  Staff 
for  Personnel  in  coordination  with  the 
Director  of  Comprehensive  Soldier 
Fitness. 

RECORD  SOURCE  CATEGORIES: 

From  personnel,  healthcare,  training, 
and  financial  information  systems.  From 
individuals  by  interview  and  health 
assessment  surveys.  From  abstracts  of 
medical  records  and  results  of  tests. 

EXEMPTIONS  CLAIMED  FOR  THE  SYSTEM: 

None. 

[FR  Doc.  E9-17149  Filed  7-17-09;  8:45  am] 
BILLING  CODE  S001-06-P 

DEPARTMENT  OF  DEFENSE 

Department  of  the  Navy 

[Docket  ID  USN-2009-0017] 

Privacy  Act  of  1974;  System  of 
Records 

AGENCY:  Department  of  the  Navy,  DoD. 
ACTION:  Notice  to  amend  a  system  of 
records. 

SUMMARY:  The  Department  of  the  Navy 
is  amending  a  system  of  records  notice 
in  its  existing  inventory  of  record 
systems  subject  to  the  Privacy  Act  of 
1974,  (5  U.S.C.  552a),  as  amended. 
DATES:  This  proposed  action  will  be 
effective  without  further  notice  on 
August  19,  2009  unless  comments  are 
received  which  result  in  a  contrary 
determination. 

ADDRESSES:  Send  comments  to  the 
Department  of  the  Navy,  PA/FOIA 
Policy  Branch,  Head  of  Naval 
Operations  (DNS-36),  2000  Navy 
Pentagon,  Washington,  DC  20350-2000. 
FOR  FURTHER  INFORMATION  CONTACT:  Ms. 
Miriam  Brown-Lam  (202)  685-6545. 
SUPPLEMENTARY  INFORMATION:  The 
Department  of  the  Navy  systems  of 
records  notices  subject  to  the  Privacy 
Act  of  1974,  (5  U.S.C.  552a),  as 
amended,  have  been  published  in  the 
Federal  Register  and  are  available  from 
the  address  above. 

The  specific  changes  to  the  record 
system  being  amended  are  set  forth 
below  followed  by  the  notice,  as 
amended,  published  in  its  entirety.  The 
proposed  amendments  are  not  within 
the  purview  of  subsection  (r)  of  the 
Privacy  Act  of  1974,  (5  U.S.C.  552a),  as 
amended,  which  requires  the 
submission  of  a  new  or  altered  system 
report. 


Dated:  July  15,  2009. 

Morgan  E.  Frazier, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

N01 533-2 

SYSTEM  name: 

Navy  Junior  Reserve  Officer  Training 
Corps  (NJROTC)  Payment 
Reimbursement  System  (May  4,  2007, 
72  FR  25275). 

changes: 


AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Delete  entry  and  replace  with  “10 
U.S.C.  2031,  Junior  Reserve  Officers’ 
Training  Corps,  Reserve  Officers’ 
Training  Corps  Program  for  Secondary 
Educational  Institutions:  DoD 
Instruction  1205.13,  Junior  Reserve 
Officers’  Training  Corps  (JROTC) 
Program;  DoDFMR  Volume  10,  Chapter 
21;  OPNAVINST  1533. 5A,  Naval  Junior 
Reserve  Officers  Training  Corps 
(NJROTC);  and  E.O.  9397  (SSN).’’ 


SAFEGUARDS: 

Delete  entry  and  replace  with  “As  a 
minimum,  records  are  accessed  by 
person(s)  responsible  for  servicing,  and 
authorized  to  use,  the  record  system  in 
performance  of  their  official  duties  and 
properly  screened  and  cleared  for  the 
need-to-know.  Additionally,  records  are 
stored  in  locked  file  cabinets. 

Access  to  the  building  is  controlled 
through  utilization  of  a  swipe  card.  All 
guests  are  escorted.  Access  to  electronic 
documents  is  limited  by  an  officially 
issued  Common  Access  Card  (CAC)  that 
is  password  protected.’’ 

RETENTION  AND  DISPOSAL: 

Delete  entry  and  replace  with  “Paper 
records  and  electronic  storage  media  are 
maintained  for  a  period  of  up  to  6  years 
and  3  months  from  the  fiscal  year  in 
which  they  were  created,  after  which 
they  are  destroyed  at  the  system 
location.  If  storage  space  is  unavailable 
for  this  period  of  time,  they  may  be  sent 
to  the  Regional  Records  Service 
Facilities  for  the  retention  period. 
Destruction  is  by  tearing,  shredding, 
pulping,  macerating,  or  burning.’’ 

★  *  ♦  *  *  * 

Notification  procedure: 

Delete  entry  and  replace  with 
“Individuals  seeking  to  determine 
whether  information  about  themselves 
is  contained  in  this  system  of  records 
should  address  written  inquiries  to  the 
Naval  Service  Training  Command, 
Citizenship  Development  (NJROTC), 


250  Dallas  Street,  Suite  A,  Pensacola,  FL 
32526-5268. 

Requests  should  contain  individual’s 
full  name.  Social  Security  Number 
(SSN)  and  the  name  of  school.  If  the 
individual  is  no  longer  an  NJROTC 
instructor,  please  provide  dates  of 
service  as  an  instructor. 

The  request  must  be  signed,  include 
current  address  and  telephone  number.’’ 

RECORD  ACCESS  PROCEDURES: 

Delete  entry  and  replace  with 
“Individuals  seeking  access  to 
information  about  themselves  contained 
in  this  system  of  records  should  address 
written  inquiries  to  the  Naval  Service 
Training  Command,  Citizenship 
Development  (NJROTC),  250  Dallas 
Street  Suite  A,  Pensacola  FL  32508- 
5268. 

Requests  should  contain  individual’s 
full  name.  Social  Security  Number 
(SSN)  and  if  currently  an  NJROTC 
instructor,  name  of  school.  If  no  longer 
an  NJROTC  instructor,  provide  ^ates  of 
service  as  an  instructor. 

The  request  must  be  signed,  include 
current  address  and  telephone  number. 
The  system  manager  may  require  an 
original  signature  or  a  notarized 
signature  as  a  means  of  proving  the 
identity  of  the  individual  requesting 
access  to  the  records.’’ 

CONTESTING  RECORD  PROCEDURES: 

Delete  entry  and  replace  with  “The 
Navy’s  rules  for  accessing  records  and 
contesting  contents  and  appealing 
initial  agency  determinations  are 
published  in  Secretary  of  the  Navy 
Instruction  5211.5  and  32  CFR  part  701. 
They  may  also  be  obtained  from  the 
system  manager.” 
***** 

N01 533-2 

SYSTEM  name: 

Navy  Junior  Reserve  Officer  Training 
Corps  (NJROTC)  Payment 
Reimbursement  System. 

SYSTEM  location: 

NSTC/NJROTC  Program  (CD211),  250 
Dallas  Street.  Suite  A,  Pensacola,  FL 
32508-5268. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 

system: 

All  military  retirees  who  participate 
in  the  NJROTC  Instructor  Program  at 
selected  high  schools  within  the 
continental  United  States  and  various 
overseas  locations. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Name,  Social  Security  Number  (SSN), 
school/school  district  name  and 
address,  applicable  active  duty 


35172 


Federal  Register/ Vol.  74,  No.  137/Monday,  July  20,  2009/Notices 


entitlement  amounts,  and  current  groSs 
retired  pay  amounts.  Navy’s  applicable 
contribution  percentage,  gross  and  net 
contribution  percentage,  gross  and  net 
contribution  amounts,  and  current 
employment  period  beginning  and 
closing  dates. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

10  U.S.C.  2031,  Junior  Reserve 
Officers’  Training  Corps,  Reserve 
Officers’  Training  Corps  Program  for 
Secondary  Educational  Institutions; 

DoD  Instruction  1205.13,  Junior  Reserve 
Officers’  Training  Corps  (JROTC) 
Program;  DoDFMR  Volume  10,  Chapter 
21;  OPNAVINST  1533. 5A,  Naval  Junior 
Reserve  Officers  Training  Corps 
(NJROTC);  and  E.O.  9397  (SSN). 

PURPOSE(S): 

To  accomplish  payroll  computations 
and  the  reimbursement  portion  of  the 
NJROTC  Instructor  Program;  to  provide 
statements  and/or  reports  to  each 
instructor  and  school/ school  district;  to 
answer  inquiries  from  instructors, 
school  districts  or  financial  institutions 
where  funds  are  distributed;  to  provide 
information  required  by  an  auditor 
during  an  audit  of  the  program;  and  to 
assist  the  Department  of  the  Navy  with 
any  audit  of  individual  instructor, 
school/school  district. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSE  OF  SUCH  USES: 

In  addition  to  those  disclosures 
generally  permitted  under  5  U.S.C. 
552a(b)  of  the  Privacy  Act  of  1974,  these 
records  contained  therein  may 
specifically  be  disclosed  outside  the 
DoD  as  a  routine  use  pursuant  to  5 
U.S.C.  552a(b)(3)  as  follows: 

To  the  school/school  district  to 
provide  information  regarding  the 
instructor’s  computed  minimum 
instructor  pay,  and  the  amount  being 
reimbursed  by  the  Navy. 

To  the  Treasury  Department  to 
provide  information  on  check  issues 
and  electronic  funds  transfers. 

To  the  Federal  Reserve  Banks  to 
distribute  payments  made  through  the 
direct  deposit  system  to  financial 
organizations  or  their  processing  agents 
authorized  by  individuals  to  receive  and 
deposit  payments  in  their  accounts. 

The  DoD  “Blanket  Routine  Uses” 
published  at  the  beginning  of  the  Navy’s 
compilation  of  systems  of  records 
notices  also  apply  to  this  system. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSITION  OF  RECORDS  IN  THE  SYSTEM: 

storage: 

Paper  records  in  file  folders  and 
electronic  storage  media. 


retrievability: 

Information  is  retrieved  by  Instructor 
Name,  Instructor  Social  Security 
Number  (SSN),  School  Identification 
Code,  School  Name,  District 
Identification  Code,  District  Name, 
Retired  Pay  Grade,  or  by  any 
combination  of  data  elements  within  the 
database. 

safeguards: 

As  a  minimum,  records  are  accessed 
by  person(s)  responsible  for  servicing, 
and  authorized  to  use,  the  record  system 
in  performance  of  their  official  duties 
and  properly  screened  and  cleared  for 
the  need-to-know.  Additionally,  records 
are  stored  in  locked  file  cabinets. 

Access  to  the  building  is  controlled 
through  utilization  of  a  swipe  card.  All 
guests  are  escorted.  Access  to  electronic 
documents  is  limited  by  an  officially 
issued  Common  Access  Card  (CAC)  that 
is  password  protected. 

RETENTION  AND  DISPOSAL: 

Paper  records  and  electronic  storage 
media  are  maintained  for  a  period  of  up 
to  6  years  and  3  months  from  the  fiscal 
year  in  which  they  were  created,  after 
which  they  are  destroyed  at  the  system 
location.  If  storage  space  is  unavailable 
for  this  period  of  time,  they  may  be  sent 
to  the  Regional  Records  Service 
Facilities  for  the  retention  period. 
Destruction  is  by  tearing,  shredding, 
pulping,  macerating,  or  burning. 

SYSTEM  MANAGER(S)  AND  ADDRESS: 

Naval  Service  Training  Command, 
Citizenship  Development,  250  Dallas 
Street,  Suite  A,  Pensacola,  FL  32526. 

NOTIFICATION  PROCEDURE: 

Individuals  seeking  to  determine 
whether  information  about  themselves 
is  contained  in  this  system  of  records 
should  address  written  inquiries  to  the 
Naval  Service  Training  Command, 
Citizenship  Development  (NJROTC), 

250  Dallas  Street,  Suite  A,  Pensacola,  FL 
32526-5268. 

Requests  should  contain  individual’s 
full  name.  Social  Security  Number 
(SSN)  and  the  name  of  school.  If  the 
individual  is  no  longer  an  NJROTC 
instructor,  please  provide  dates  of 
service  as  an  instructor. 

The  request  must  be  signed,  include 
current  address  and  telephone  number. 

RECORD  ACCESS  PROCEDURES: 

Individuals  seeking  access  to 
information  about  themselves  contained 
in  this  system  of  records  should  address 
written  inquiries  to  the  Naval  Service 
Training  Command,  Citizenship 
Development  (NJROTC),  250  Dallas 
Street  Suite  A,  Pensacola  FL  32508- 
5268. 


Requests  should  contain  individual’s 
full  name.  Social  Security  Number 
(SSN)  and  if  currently  an  NJROTC 
instructor,  name  of  school.  If  no  longer 
an  NJROTC  instructor,  provide  dates  of 
service  as  an  instructor. 

The  request  must  be  signed,  include 
current  address  and  telephone  number. 
The  system  manager  may  require  an 
original  signature  or  a  notarized 
signature  as  a  means  of  proving  the 
identity  of  the  individual  requesting 
access  to  the  records. 

CONTESTING  RECORD  PROCEDURES: 

The  Navy’s  rules  for  accessing  records 
and  contesting  contents  and  appealing 
initial  agency  determinations  are 
published  in  Secretary  of  the  Navy 
Instruction  5211.5  and  32  CFR  part  701. 
They  may  also  be  obtained  from  the 
system  manager. 

RECORD  SOURCE  CATEGORIES: 

Individual  instructors;  school/school 
district  offices;  Department  of  the  Navy 
and  the  Defense  Retiree  and  Annuitant 
System. 

EXEMPTIONS  CLAIMED  FOR  THE  SYSTEM: 

None. 

[FR  Doc.  E9-17153  Filed  7-17-09;  8:45  am] 
BILLING  CODE  5001 -06-P 


DEPARTMENT  OF  DEFENSE 

Department  of  the  Air  Force 

[Docket  ID  USAF-2009-0047] 

Privacy  Act  of  1974;  System  of 
Records 

AGENCY:  Department  of  the  Air  Force, 
DoD. 

ACTION:  Notice  to  amend  a  system  of 
records. 

SUMMARY:  The  Department  of  the  Air 
Force  proposes  to  amend  a  system  of 
records  to  its  inventory  of  record 
systems  subject  to  the  Privacy  Act  of 
1974  (5  U.S.C.  552a),  as  amended. 
DATES:  The  changes  will  be  effective  on 
August  19,  2009  unless  comments  are 
received  that  would  result  in  a  contrary 
determination. 

ADDRESSES:  Send  comments  to  the  Air 
Force  Privacy  Act  Officer,  Office  of 
Warfighting  Integration  and  Chief 
Information  Officer,  SAF/XCPPI,  1800 
Air  Force  Pentagon,  Washington,  DC 
20330-1800. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 

Ben  Swilley  at  (703)  696-6648. 
SUPPLEMENTARY  INFORMATION:  The 
Department  of  the  Air  Force  systems  of 
records  notices  subject  to  the  Privacy 
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Act  of  1974,  (5  U.S.C.  552a),  as 
amended,  have  been  published  in  the 
Federal  Register  and  are  available  from 
the  address  above. 

The  specific  changes  to  the  record 
system  being  amended  are  set  forth 
below  followed  by  the  notice,  as 
amended,  published  in  its  entirety.  The 
proposed  amendments  are  not  within 
the  purview  of  subsection  (r)  of  the 
Privacy  Act  of  1974,  (5  U.S.C.  552a),  as 
amended,  which  requires  the 
submission  of  a  new  or  altered  system 
report. 

Dated:  July  13,  2009. 

Morgan  E.  Frazier, 

Alternate  OSD  Federal  Register  Liaison 
Officer,  Department  of  Defense. 

F036  AETC  F 

SYSTEM  NAME: 

Recruiting  Research  and  Analysis 
System  (June  11, 1997,  62  FR  31793). 

changes: 

***** 

SYSTEM  location: 

Delete  entry  and  replace  with 
“Headquarters,  Air  Force  Recruiting 
Service,  550  D  Street,  Suite  1,  Randolph 
Air  Force  Base,  TX  78150-4527. 

“Air  Force  Recruiting  activities. 
Official  mailing  addresses  are  published 
as  an  appendix  to  the  Air  Force’s 
compilation  of  systems  of  records 
notices.” 

***** 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Delete  entry  and  replace  with 
“Supervisor’s  rating,  achievement, 
aptitude,  reading,  vocational  interest 
and  adjustment  and  temperament 
inventory  scores,  Air  Force  tech  training 
class  score,  statistics  and  trend 
analysis.” 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

Delete  entry  and  replace  with  “10 
U.S.C.  8013,  Secretary  of  the  Air  Force; 
10  U.S.C.  503,  Enlistments;  Air 
Education  and  Training  Command 
Instruction  36—2002;  and  E.O.  9397 
(SSN).” 

***** 

safeguards: 

Delete  entry  and  replace  with 
“Records  are  maintained  in  a  controlled 
facility.  Records  are  stored  in  locked 
rooms,  cabinets,  and  computers.  Access 
to  computerized  data  is  restricted  by 
passwords,  which  are  changed 
periodically  or  the  use  of  a  Common 
Access  Card  (CAC).  Access  is  limited  to 
person(s)  responsible  with  a  need  to 
know  for  servicing  the  system  of  record 


in  performance  of  their  official  duties 
and  those  authorized  personnel  who  are 
properly  screened  and  cleared.” 
***** 

F036  AETC  F 
SYSTEM  NAME: 

Recruiting  Research  and  Analysis 
System. 

SYSTEM  location: 

Headquarters,  Air  Force  Recruiting 
Service,  550  D  Street,  Suite  1,  Randolph 
Air  Force  Base,  TX  78150-4527. 

Air  Force  Recruiting  activities. 

Official  mailing  addresses  are  published 
as  an  appendix  to  the  Air  Force’s 
compilation  of  systems  of  records 
notices. 

CATEGORIES  OF  INDIVIDUALS  COVERED  BY  THE 
SYSTEM: 

Air  Force  enlisted  personnel  entering 
active  duty.  Individuals  tested  and 
processed  for  Air  Force  enlistment. 
Potential  Air  Force  enlistees  qualified 
through  the  Armed  Services  Vocational 
Aptitude  Battery  (ASVAB)  high  school 
testing  program.  Applicants  for  the 
Officer  Training  School.  Air  Force 
active  duty  officer  and  enlisted 
personnel. 

CATEGORIES  OF  RECORDS  IN  THE  SYSTEM: 

Supervisor’s  rating,  achievement, 
aptitude,  reading,  vocational  interest, 
adjustment  and  temperament  inventory 
scores.  Air  Force  tech  training  class 
score,  statistics  and  trend  analysis. 

AUTHORITY  FOR  MAINTENANCE  OF  THE  SYSTEM: 

10  U.S.C.  8013,  Secretary  of  the  Air 
Force;  10  U.S.C.  503,  Enlistments;  Air 
Education  and  Training  Command 
Instruction  36-2002;  and  E.O.  9397 
(SSN). 

PURPOSE(S): 

Research  statistical  reference  file  used 
by  Headquarters  United  States  Air  Force 
Recruiting  Service.  Specific  uses  are  to: 
(1)  Evaluate  the  quality  of  Air  Force 
military  personnel  procured  by  Air 
Force  Recruiting  Service;  (2)  develop  a 
more  objective  screening  process  for 
entry  into  recruiting  duty;  and  (3) 
develop  opinion-based 
recommendations  for  recruiting  effort 
improvements. 

ROUTINE  USES  OF  RECORDS  MAINTAINED  IN  THE 
SYSTEM,  INCLUDING  CATEGORIES  OF  USERS  AND 
THE  PURPOSES  OF  SUCH  USES: 

In  addition  to  those  disclosures 
generally  permitted  under  5  U.S.C.  552a 
(b)  of  the  Privacy  Act  of  1974,  these 
records  contained  therein  may  be 
specifically  disclosed  outside  the  DoD 
as  a  routine  use  pursuant  to  5  U.S.C. 
552a  (b)  (3)  as  follows: 


The  “Blanket  Routine  Uses” 
published  at  the  begiiming  of  the  Air 
Force’s  compilation  of  record  system 
notices  apply  to  this  system. 

POLICIES  AND  PRACTICES  FOR  STORING, 
RETRIEVING,  ACCESSING,  RETAINING,  AND 
DISPOSING  OF  RECORDS  IN  THE  SYSTEM: 

STORAGE: 

Records  are  stored  in  file  folders,  in 
computers  and  on  computer  output 
products. 

retrievability: 

Retrieved  by  Social  Security  Number, 
study  control  number  or  name. 

SAFEGUARDS: 

Records  are  maintained  in  a 
controlled  facility.  Records  are  stored  in 
locked  rooms,  cabinets,  and  computers. 
Access  to  computerized  data  is 
restricted  by  passwords,  which  are 
changed  periodically  or  the  use  of  a 
Common  Access  Card  (CAC).  Access  is 
limited  to  person(s)  responsible  with  a 
need  to  know  for  servicing  the  system 
of  record  in  performance  of  their  official 
duties  and  those  authorized  personnel 
who  are  properly  screened  and  cleared. 

RETENTION  AND  DISPOSAL: 

Records  are  retained  until  no  longer 
needed.  ASVAB  records  are  destroyed 
after  two  months.  Records  are  destroyed 
by  tearing  into  pieces,  shredding, 
pulping,  macerating  or  burning. 
Computer  records  are  destroyed  by 
erasing,  deleting  or  overwriting. 

SYSTEM  MANAGER(S)  AND  ADDRESS: 

Director  of  Recruiting  Operations, 
Headquarters  United  States  Air  Force 
Recruiting  Service,  550  D  Street  West, 
Randolph  Air  Force  Base,  TX  78150- 
4527. 

NOTIFICATION  PROCEDURES: 

Individuals  seeking  to  determine 
whether  this  system  of  records  contains 
information  on  themselves  should 
address  inquiries  to  the  Director  of 
Recruiting  Operations,  Headquarters 
United  States  Air  Force  Recruiting 
Service,  550  D  Street  West,  Randolph 
Air  Force  Base,  TX  78150-4527. 

Social  Security  Number  (SSN)  and 
full  name  are  required  to  determine  if 
the  system  contains  a  record  relative  to 
any  specific  individual.  Valid  proof  of 
identity  is  required. 

RECORD  ACCESS  PROCEDURES: 

Individuals  seeking  to  access  records 
about  themselves  contained  in  this 
system  should  address  requests  to  the 
Director  of  Recruiting  Operations, 
Headquarters  United  States  Air  Force 
Recruiting  Service,  550  D  Street  West, 
Randolph  Air  Force  Base,  TX  78150- 
4527. 
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Social  Security  Number  (SSN)  and 
full  name  are  required  to  determine  if 
the  system  contains  a  record  relative  to 
any  specific  individual.  Valid  proof  of 
identity  is  required. 

CONTESTING  RECORD  PROCEDURES: 

The  Air  Force  rules  for  accessing 
records,  and  for  contesting  contents  and 
appealing  initial  agency  determinations 
are  published  in  Air  Force  Instruction 
37-132;  32  CFR  part  806b;  or  may  be 
obtained  from  the  system  manager. 

RECORD  SOURCE  CATEGORIES: 

Information  obtained  from 
individuals,  supervisors,  from  Air  Force 
Technical  Training  Centers  and  from  the 
Recruiting  Activities  Management 
Support  System  (RAMSS). 

EXEMPTIONS  CLAIMED  FOR  THE  SYSTEM: 

None. 

[FR  Doc.  E9-17151  Filed  7-17-09;  8:45  am] 
BILLING  CODE  5001-06-P 


DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Oak  Ridge 
Reservation 

AGENCY:  Department  of  Energy. 

ACTION:  Notice  of  open  meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Environmental 
Management  Site-Specific  Advisory 
Board  {EM  SSAB),  Oak  Ridge 
Reservation.  The  Federal  Advisory 
Conimittee  Act  (Pub.  L.  92-463,  86  Stat. 
770)  requires  that  public  notice  of  this 
meeting  be  announced  in  the  Federal 
Register. 

DATES:  Saturday,  August  29,  2009,  8 
a.m.— 4:30  p.m. 

ADDRESSES:  RT  Lodge,  1406  Wilkinson 
Pike,  Maryville,  Tennessee  37803. 

FOR  FURTHER  INFORMATION  CONTACT:  Pat 
Halsey,  Federal  Coordinator, 

Department  of  Energy  Oak  Ridge 
Operations  Office,  P.O.  Box  2001,  EM- 
90,  Oak  Ridge,  TN  37831.  Phone  (865) 
576-4025;  Fax  (865)  576-2347  or  e-mail: 
haIseypj@oro.doe.gov  or  check  the  Web 
site  at  http://www.oakridge.doe.gov/em/ 
ssab. 

supplementary'  INFORMATION: 

Purpose  of  the  Board:  The  purpose  of 
the  Board  is  to  make  recommendations 
to  DOE  in  the  areas  of  environmental 
restoration,  waste  management,  and 
related  activities. 

Tentative  Agenda:  The  focus  of  the 
annual  retreat  will  be  a  review  of  Fiscal 
Year  (FY)  2009  and  the  development  of 
work  plans  for  FY  2010. 


Public  Participation:  The  EM  SSAB, 
Oak  Ridge,  welcomes  the  attendance  of 
the  public  at  its  advisory  committee 
meetings  and  will  make  every  effort  to 
accommodate  persons  with  physical 
disabilities  or  special  needs.  If  you 
require  special  accommodations  due  to 
a  disability,  please  contact  Par  Halsey  at 
least  seven  days  in  advance  of  the 
meeting  at  the  phone  number  listed 
above.  Written  statements  may  be  filed 
with  the  Board  either  before  or  after  the 
meeting.  Individuals  who  wish  to  make 
oral  statements  pertaining  to  the  agenda 
item  should  contact  Pat  Halsey  at  the 
address  or  telephone  number  listed 
above.  Requests  must  be  received  five 
days  prior  to  the  meeting  and  reasonable 
provision  will  be  made  to  include  the 
presentation  in  the  agenda.  The  Deputy 
Designated  Federal  Officer  is 
empowered  to  conduct  the  meeting  in  a 
fashion  that  will  facilitate  the  orderly 
conduct  of  business.  Individuals 
wishing  to  make  public  comment  will 
be  provided  a  maximum  of  five  minutes 
to  present  their  comments. 

Minutes:  Minutes  will  be  available  by 
writing  or  calling  Pat  Halsey  at  the 
address  and  phone  number  listed  above. 
Minutes  will  also  be  available  at  the 
following  Web  site:  http:// 

WWW. oakridge.doe.gov/em/ssab/ 
minutes.htm. 

Issued  at  Washington,  DC,  on  July  14, 

2009. 

Rachel  Samuel, 

Deputy  Committee  Management  Officer. 

[FR  Doc.  E9-17160  Filed  7-17-09;  8:45  am] 
BILLING  CODE  64S0-01-P 


DEPARTMENT  OF  ENERGY 

Environmental  Management  Site- 
Specific  Advisory  Board,  Oak  Ridge 
Reservation 

AGENCY:  Department  of  Energy. 

ACTION:  Notice  of  Open  Meeting. 

SUMMARY:  This  notice  announces  a 
meeting  of  the  Environmental 
Management  Site-Specific  Advisory 
Board  (EM  SSAB),  Oak  Ridge 
Reservation.  The  Federal  Advisory 
Committee  Act  (Pub.  L.  92—463,  86  Stat. 
770)  requires  that  public  notice  of  this 
meeting  be  announced  in  the  Federal 
Register. 

DATES:  Wednesday,  August  12,  2009 — 6 
p.m. 

ADDRESSES:  DOE  Information  Center, 
475  Oak  Ridge  Turnpike,  Oak  Ridge, 
Tennessee. 

FOR  FURTHER  INFORMATION  CONTACT:  Pat 

Halsey,  Federal  Coordinator, 
Department  of  Energy  Oak  Ridge 


Operations  Office,  P.O.  Box  2001,  EM- 
90,  Oak  Ridge,  TN  37831.  Phone  (865) 
576-4025;  Fax  (865)  576-2347  or  e-mail: 
haIseypj@oro.doe.gov  or  check  the  Web 
site  at  http://www.oakridge.doe.gov/em/ 
ssab. 

SUPPLEMENTARY  INFORMATION: 

Purpose  of  the  Board:  The  purpose  of 
the  Board  is  to  make  recommendations 
to  DOE  in  the  areas  of  environmental 
restoration,  waste  management,  and 
related  activities. 

Tentative  Agenda:  The  main  meeting 
topic  will  be  general  board  business  in 
preparation  for  the  board’s  annual 
retreat. 

Public  Participation:  The  EM  SSAB, 
Oak  Ridge,  welcomes  the  attendance  of 
the  public  at  its  advisory  committee 
meetings  and  will  make  every  effort  to 
accommodate  persons  with  physical 
disabilities  or  special  needs.  If  you 
require  special  accommodations  due  to 
a  disability,  please  contact  Pat  Halsey  at 
least  seven  days  in  advance  of  the 
meeting  at  the  phone  number  listed 
above.  Written  statements  may  be  filed 
with  the  Board  either  before  or  after  the 
meeting.  Individuals  who  wish  to  make 
oral  statements  pertaining  to  the  agenda 
item  should  contact  Pat  Halsey  at  the 
address  or  telephone  number  listed 
above.  Requests  must-be  received  five 
days  prior  to  the  meeting  and  reasonable 
provision  will  be  made  to  include  the 
presentation  in  the  agenda.  The  Deputy 
Designated  Federal  Officer  is 
empowered  to  conduct  the  meeting  in  a 
fashion  that  will  facilitate  the  orderly 
conduct  of  business.  Individuals 
wishing  to  make  public  comment  will 
be  provided  a  maximum  of  five  minGtes 
to  present  their  comments. 

Minutes:  Minutes  will  be  available  by 
writing  or  calling  Pat  Halsey  at  the 
address  and  phone  number  listed  above. 
Minutes  will  also  be  available  at  the 
following  Web  site:  http:// 
www.oakridge.doe.gov/em/ssab/ 
minutes.htm. 

Issued  at  Washington,  DC,  on  July  14, 

2009. 

Rachel  Samuel, 

Deputy  Committee  Management  Officer.' 

[FR  Doc.  E9-17158  Filed  7-17-09;  8:45  am] 
BILLING  CODE  64S0-01-P 


DEPARTMENT  OF  ENERGY 

Record  of  Decision,  FutureGen  Project 

AGENCY:  Department  of  Energy. 

ACTION:  Record  of  decision. 

SUMMARY:  The  U.S.  Department  of 
Energy  (DOE)  prepared  an 
Environmental  Impact  Statement  (EIS) 
(DOE/EIS-0394)  to  assess  the  potential 
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environmental  impacts  associated  with 
the  proposed  action  of  providing 
Federal  financial  assistance  to  the 
FutureGen  Industrial  Alliance,  Inc. 
(Alliance)  for  the  FutureGen  Project. 

The  Alliance,  which  is  a  non-profit 
industrial  consortium  led  by  the  coal- 
fueled  electric  power  industry  and  the 
coal  production  industry,  intends  to 
plan,  design,  construct  and  operate  a 
coal-fueled  electric  power  plant  that 
will  be  integrated  with  capture  and 
geologic  sequestration  of  the  by-product 
carbon  dioxide  {CO2).  Based  on  DOE’s 
review  and  consideration  of  relevant 
factors,  including  potential 
environmental  consequences  associated 
with  the  proposed  Project  at  four 
alternative  sites,  and  subject  to  future 
technical,  cost,  business  and 
environmental  decision  points,  DOE  has 
decided  to  proceed  with  financial 
assistance  for  the  FutureGen  Project.  All 
practicable  means  to  avoid  or  minimize 
environmental  harms  have  been 
adopted. 

During  Jime  2008,  DOE  discontinued 
support  for  the  Project  allowing  its 
cooperative  agreement  with  the  Alliance 
to  expire  without  continuation  or 
renewal.  More  recently,  DOE  reassessed 
that  decision  and  reached  an  agreement 
with  the  Alliance  to  'complete  a 
preliminary  design,  a  revised  cost 
estimate  and  a  funding  plan  pursuant  to 
a  new  eight-  to  ten-month  limited-scope 
cooperative  agreement  valued  at 
approximately  $17.5  million.  Prior  to 
the  expiration  of  this  cooperative 
agreement,  DOE  and  the  Alliance  will 
make  a  mutual  decision  on  whether  to 
move  forward  into  the  subsequent 
phases. 

Federal  hnancial  assistance  for  the 
subsequent  phases  {i.e.,  detailed  design, 
construction  and  operations)  would 
occur  under  the  terms  of  a  new  full- 
scope  cooperative  agreement  to  be 
negotiated  between  DOE  and  the 
Alliance  sometime  during  early  2010. 

As  of  early  2007,  the  project  cost 
estimate  was  approximately  $1.7  billion 
(in  as  spent  dollars),  based  on  a 
conceptual  design  and  generic  cost  data. 
DOE  and  the  Alliance  recognize  that  the 
costs  may  be  as  much  as  $700  million 
higher  and  will  use  the  new  limited- 
scope  cooperative  agreement  to  explore 
cost  reduction  options  and  refine  the 
estimate.  If  the  Project  continues,  DOE 
anticipates  committing  $1  billion  in 
funds  under  the  American  Recovery  and 
Reinvestment  Act  of  2009  (Pub.  L.  111- 
5)  plus  remaining  funds  from  prior  year 
annual  appropriations.  The  balance  of 
project  funding  is  expected  to  come 
from  (1)  the  Alliance  ($400  to  600 
million),  (2)  revenues  from  sales  of 
electricity,  and  (3)  other  funding  sources 


to  be  identified  in  the  project  funding 
plan. 

The  FutureGen  Project  includes  the 
planning,  design,  construction  and 
operation  by  the  Alliance  of  a  coal- 
fueled  electric  power  plant  that  features 
sub-systems  for  capture  and  geologic 
sequestration  of  the  by-product  carbon 
dioxide  (CO2)  fully  integrated  into  the 
power  generation  system.  Electricity 
will  be  generated  using  an  integrated 
gasitication  combined-cycle  (IGCC) 
system  sized  for  a  nominal  275- 
megawatt  (MW)  output.  The  plant  will 
be  designed  for  at  least  90  percent  CO2 
capture  but  may  be  operated  in  the  early 
years  at  60  percent  capture  to  validate  ^ 
plant  integration  and  sequestration 
capability  before  increasing  the  captme 
rate  to  90  percent  by  the  third  year  of 
operation.  The  plant  will  compress  the 
captured  CO2  and  pipe  the  captured  CO2 
to  one  or  more  injection  wells,  where 
the  CO2  will  be  injected  into  saline 
reservoirs  located  thousands  of  feet 
beneath  the  land  surface.  The  plant  will 
also  be  designed  to  reduce  air  emissions 
of  nitrogen  oxides,  sulfur  oxides, 
mercury,  and  particulates  to  very  low 
levels.  The  Project  will  include  an 
option  for  a  research  platform  to  support 
development  of  technologies  for  future 
power  plants  that  capture  and  sequester 
CO2. 

DOE  considered  four  sites  as 
reasonable  alternatives:  (1)  Mattoon, 
Illinois;  (2)  Tuscola,  Illinois;  (3)  Jewett, 
Texas;  and  (4)  Odessa,  Texas.  After 
careful  consideration  of  the  potential 
environmental  impacts  of  the  proposed 
project  at  each  of  the  fomr  alternative 
sites,  along  with  consideration  of 
program  goals  and  objectives  in 
accordance  with  its  obligations  under 
the  National  Environmental  Policy  Act 
(NEPA),  DOE  has  decided  to  provide 
financial  assistance  to  the  Alliance  to 
implement  the  FutureGen  Project  at  any 
one  of  the  four  alternative  sites.  In 
addition,  DOE  considered  potential 
mitigation  opportunities  in  the  EIS,  and 
several  mitigation  requirements  are 
specified  in  this  Record  of  Decision 
(ROD).  Floodplain  and  wetland 
environmental  review  requirements  (10 
CFR  Part  1022)  were  incorporated  into 
the  EIS  and  NEPA  process.  This  ROD 
briefly  describes  mitigation  steps  to  be 
taken. 

DOE  issued  the  Final  EIS  on 
November  9,  2007,  and  the  U.S. 
Environmental  Protection  Agency’s 
(EPA)  Notice  of  Availability  of  the  EIS 
was  published  in  the  Federal  Register 
on  November  16,  2007  (72  FR  64619 
(2007)).  The  cooperative  agreement  in 
effect  at  that  time  gave  the  Alliance  the 
right  to  select  the  site  after  DOE  issued 
a  ROD.  The  Alliance  announced  their 


preference  for  the  Mattoon  site  in 
December  2007.  Therefore,  DOE 
acknowledges  that  the  Alliance  intends 
to  formally  select  Mattoon  after  issuance 
of  this  ROD.  Since  December  2007,  the 
Alliance  has  acquired  property  at  the 
Mattoon  site  (without  using  Federal 
funds)  and  has  continued  to  conduct 
preliminary  design  work. 

ADDRESSES:  The  Final  EIS  is  available 
on  the  DOE  NEPA  Web  site  at:  http:// 
www.gc. energy.gov/NEPA/finaI-EIS- 
0394.htin  and  on  the  DOE  National 
Energy  Technology  Laboratory  Web  site 
at:  http://www.netl.doe.gov/ 
technologies/coalpower/futuregen/EIS. 
This  ROD  also  is  available  on  the  same 
Web  sites.  Copies  of  the  Final  EIS  and 
this  ROD  may  be  obtained  from  Mr. 

Mark  L.  McKoy,  Environmental 
Manager,  U.S.  Department  of  Energy, 
National  Energy  Technology  Laboratory, 
P.O.  Box  880,  Morgantown,  WV  26507- 
0880,  ATTN:  FutureGen  Project  EIS; 
telephone:  304-285-4426;  toll-free 
number:  1-800-432-8330  (ext  4426); 
fax:  304-285-4403;  or  e-mail: 

FutureGen. El S@netl.  doe.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  To 
obtain  additional  information  about  this 
project,  the  EIS  or  the  ROD,  contact  Mr. 
Mark.  L.  McKoy  by  the  means  specified 
above  under  ADDRESSES.  For  general 
information  on  the  DOE  NEPA  process, 
contact  Ms.  Carol  M.  Borgstrom, 

Director,  Office  of  NEPA  Policy  and 
Compliance  (GC-20),  U.S.  Department 
of  Energy,  1000  Independence  Avenue, 
SW.,  Washington,  DC  20585;  telephone: 
202-586-4600; /ax;  202-586-7031;  or 
leave  a  toll-free  message  at:  1-800—472- 
2756. 

SUPPLEMENTARY  INFORMATION:  DOE 

prepened  this  ROD  pursuant  to  Council 
on  Environmental  Quality  regulations 
for  implementing  the  procedural 
provisions  of  NEPA  [40  Code  of  Federal 
Regulations  (CFR)  Parts  1500 — 1508] 
and  DOE  NEPA  regulations  (10  CFR  Part 
•  1021).  This  ROD  is  based  in  part  on 
DOE’s  Final  EIS  for  the  FutureGen 
Project  (DOE/EIS-0394,  November 
2007). 

Background 

On  February  27,  2003,  then  President 
Bush  announced  that  the  United  States 
would  undertake  a  large-scale  research 
project  to  build  the  world’s  first  coal- 
fueled  power  plant  to  produce 
electricity  and  hydrogen  gas  (H2)  with 
near-zero  emissions,  including  CO2.  In 
response  to  this  announcement,  DOE 
developed  plans  for  the  FutureGen 
Project,  which  was  intended  to  establish 
the  technical  and  economic  feasibility  of 
producing  electricity  and  H2  firom  coal — 
a  low-cost  and  abundant  energy 
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resource — while  capturing  and 
geologically  storing  the  CO2  generated 
in  the  process. 

On  April  21,  2003,  the  Department  of 
Energy  (DOE)  issued  a  Request  for 
Information  (RFI)  in  the  Federal 
Register  seeking  public  comment  in  the 
form  of  expressions  of  interest  from 
prospective  consortia.  FutureGen  is 
anticipated  to  he  a  complex 
undertaking:  therefore,  DOE  believes 
project  success  is  best  achieved  through 
a  collaboration  of  the  industries  most 
heavily  impacted  by  potential  future 
limitations  on  carbon  emissions.  Thus, 
DOE  outlined  a  plan  to  enter  into  a 
noncompetitive  cooperative  agreement 
with  a  consortium  led  by  the  coal-fueled 
electric  power  industry  and  the  coal 
production  industry.  In  response  to  the 
RFI,  the  FutureGen  Industrial  Alliance, 
Inc.  was  proposed  to  represent  the 
industry  collaboration,  and  on  July  27, 
2005,  the  Alliance  was  incorporated.  A 
limited-scope  cooperative  agreement 
was  signed  by  DOE  and  the  Alliance  on 
December  2,  2005  to  initiate  the  Project 
with  a  project  definition  phase  that 
yielded  a  conceptual  design  report  and 
project  plans.  This  phase  also  led  to  the 
signing  of  a  full-scope  cooperative 
agreement  on  March  23,  2007  that  was 
intended  to  establish  the  remainder  of 
the  Project. 

On  June  15,  2008,  in  response  to 
DOE’S  concerns  about  escalating  costs, 
DOE  allowed  the  cooperative  agreement 
to  expire  without  continuation  or 
renewal.  During  February  2009,  the 
General  Accounting  Office  issued  a 
report  (GAO-09-248).  which  concluded 
that  DOE’S  decision  to  restructure  the 
FutureGen  Project  should  be  based  on  a 
comprehensive  analysis  of  costs, 
benefits  and  risks.  Subsequently,  the 
Department  reassessed  the  Project  and 
determined  that  additional  information 
is  required  for  DOE  and  the  Alliance  to 
make  an  informed  decision  on  whether 
to  continue  the  Project  to  completion.  In 
a  June  12,  2009  press  release.  Secretary 
Chu  announced  an  agreement  for  the 
Alliance  to  begin  performance  of  the 
following  activities: 

•  Rapid  restart  of  preliminary  design 
activities. 

•  Completion  of  a  site-specific 
preliminary  design  and  up-dated  cost 
estimate. 

•  Expansion  of  the  Alliance 
sponsorship  group. 

•  Development  of  a  complete  funding 
plan. 

•  Potential  additional  subsurface 
characterization. 

These  activities  would  occur  pursuant 
to  a  new  eight-  to  ten-month  limited- 
scope  cooperative  agreement  valued  at 
approximately  $17.5  million.  Prior  to 


the  expiration  of  this  cooperative 
agreement  and  based  on  the  new 
information  (preliminary  design,  revised 
cost  estimate,  and  funding  plan, 
anticipated  early  in  2010),  DOE  and  the 
Alliance  will  make  a  mutual  decision  on 
whether  to  move  forward.  The  preferred 
outcome  is  a  mutual  decision  to  move 
forward  and  to  establish  a  full-scope 
cooperative  agreement  for  the  detailed 
design,  construction  and  operation  of 
the  Project,  subject  to  additional  NEPA 
review  as  appropriate. 

Purpose  and  Need  for  Agency  Action 

The  purpose  of  the  agency  action  is  to 
implement  the  FutureGen  Initiative,  and 
support  the  Nation’s  climate  change 
mitigation  strategy  through  the 
application  of  technologies  currently 
feasible  for  carbon  capture  and  storage 
(CCS)  and  large-scale  production  of  H2. 
The  Federal  action  is  to  fund  the 
construction  and  operation  of  the 
cleanest  coal-fueled  power  plant  system 
in  the  world  for  producing  electricity 
from  H2.  As  the  Nation’s  most  abundant 
fossil  fuel,  coal  is  expected  to  have  an 
important  role  in  the  Nation’s  energy 
future.  However,  fossil  fuel  combustion 
has  been  identified  as  a  major  source  of 
CO2  concentration  increases  in  the 
atmosphere.  Electric  power  generation 
contributes  40  percent  of  all  CO2 
emissions  in  the  U.S.  In  2006,  82 
percent  of  all  electricity  production- 
related  CO2  emissions  resulted  from  the 
burning  of  coal. 

EIS  Process 

On  February  26,  2006,  DOE  published 
in  the  Federal  Register  (71  FR  8283)  an 
Advance  Notice  of  Intent  to  prepare  an 
EIS.  Subsequently,  on  July  28,  2006, 

DOE  published  a  Notice  of  Intent  to 
prepare  the  FutureGen  EIS  and  to  hold 
public  scoping  meetings  (71  FR  42840). 
DOE  held  a  public  scoping  meeting  near 
each  of  the  four  alternative  sites  during 
the  public  scoping  period,  which  ended 
September  13,  2006.  DOE  addressed 
scoping  comments  in  the  Draft  EIS. 

On  June  1,  2007,  DOE  published  in 
the  Federal  Register  (72  FR  30572)  a 
Notice  of  Availability  and  an 
announcement  of  public  hearings  for  the 
Draft  EIS.  The  four  public  hearings  also 
were  announced  in  local  newspapers. 
One  public  hearing  was  held  near  each 
of  the  four  alternative  sites.  Comments 
were  solicited  at  the  public  hearings  and 
throughout  the  public  comment  period, 
which  ended  July  16,  2007.  Comments 
on  the  Draft  EIS  included  statements  of 
support  as  well  as  concerns  about 
public  health  and  safety,  aesthetics, 
noise,  air  emissions  and  air  quality, 
water  consumption  and  protection 
(surface  water  and  groundwater),  . 


monitoring  methods  and  permanence  of 
geologic  storage,  co-sequestration  of 
hydrogen  sulfide  (H2S),  employment, 
impacts  on  farming,  disposal  of  wastes, 
public  outreach,  technology 
development,  and  promotion  of 
alternate  sources  of  energy.  In  the  Final 
EIS,  DOE  considered  and,  as 
appropriate,  responded  to  public  .  ■ 
comments  on  the  Draft  EIS.  DOE  issued 
the  Final  EIS  during  November  2007, 
and  the  Environmental  Protection 
Agency  published  a  Notice  of 
Availability  for  the  Final  EIS  in  the 
Federal  Register  on  November  16,  2007 
(72  FR  64619).  On  December  18,  2007, 
the  Alliance  announced  its  intention  to 
select  the  Mattoon  site,  pending  the 
issuance  of  DOE’s  Record  of  Decision. 
Under  the  terms  of  the  cooperative 
agreement  in  effect  at  that  time,  the 
Alliance  would  select  the  FutureGen 
site  from  among  the  sites  found  to  be 
acceptable  by  DOE,  as  published  in  the 
ROD.  Since  December  2007,  the 
Alliance  has  acquired  property  at  the 
Mattoon  site  (without  using  Federal 
funds)  and  has  continued  to  conduct 
preliminary  design  work. 

Proposed  Action  and  Project 
Description 

The  Proposed  Action  is  for  DOE  to 
provide  financial  assistance  to  the 
Alliance  for  the  FutureGen  Project. 
Under  the  terms  of  a  new  $17.5  million 
limited-scope  cooperative  agreement, 
DOE  and  the  Alliance  will  complete  a 
preliminary  design,  a  revised  cost 
estimate  and  a  funding  plan  for  the 
FutureGen  Project.  Based  on  these  work 
products,  DOE  and  the  Alliance  will 
mutually  decide  prior  to  the  expiration 
of  this  agreement  whether  to  move 
forward  into  subsequent  phases.  • 

In  an  effort  to  redfuce  costs,  improve 
plant  reliability,  and  generate  revenue 
from  sales  of  electricity,  DOE  and  the 
Alliance  will  consider  several  design 
and  operational  features  not  presented 
in  the  Final  EIS,  including  the  following 
specific  features: 

•  Design  the  facility  for  at  least  90 
percent  CO2  capture  hut  operate  in  the 
early  years  at  60  percent  capture  to 
validate  plant  integration  and 
sequestration  capability  before 
increasing  the  capture  rate  to  90  percent 
by  the  third  year  of  operation. 

•  Design  the  combined-cycle  power 
generation  portion  of  the  facility  so  that 
it  may  be  operated  on  natural  gas  during 
the  period  when  the  gasification  plant  is 
under  construction,  and  thereafter  if 
syngas  is  not  available. 

•  Design  the  facility  so  that  it  is 
optimized  for  a  single  coal  type,  which 
may  decrease  capital  costs  of  the 
facility. 
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As  explained  herein  (see  sections  on 
“Air  Quality”  and  “Climate  and 
Meteorology”),  DOE  believes 
incorporation  of  these  features  into  the 
Project  does  not  significantly  change  the 
environmental  impacts  of  the  project  as 
presented  in  the  Final  EIS. 

If  DOE  and  the  Alliance  mutually 
decide  in  early  2010  to  move  forward 
with  the  remainder  of  the  Project,  DOE 
would  share  costs  in  the  planning, 
design,  construction,  and  operation  of 
the  Project,  as  specified  in  a  follow-on 
full-scope  cooperative  agreement.  The 
Alliance  is  a  non-profit  corporation  that 
represents  a  global  coalition  of  coal  and 
energy  companies  that  would  share  in 
the  Project  costs. 

As  of  early  2007,  the  Project  cost 
estimate  was  approximately  $1.7  billion 
(in  as  spent  dollars),  based  on  a 
conceptual  design  and  generic  cost  data. 
DOE  and  the  Alliance  recognize  that  the 
costs  may  be  as  much  as  $700  million 
higher  and  will  use  the  new  limited- 
scope  cooperative  agreement  to  explore 
cost  reduction  options  and  refine  the 
estimate.  If  the  Project  continues,  DOE 
anticipates  committing  $1  billion  in 
funds  under  the  American  Recovery  and 
Reinvestment  Act  of  2009  (Pub.  L.  111- 
5)  plus  remaining  funds  from  prior  year 
annual  appropriations.  The  remainder 
of  project  funding  is  expected  to  come 
from  (1)  the  Alliance  ($400  to  600 
million),  (2)  revenues  from  sales  of 
electricity,  and  (3)  other  funding  sources 
to  be  identified  in  the  project  funding 
plan. 

The  FutureGen  Project  will  be  a  low- 
emissions  coal-fueled  power  plant 
supporting  cutting-edge  research  to 
develop  promising  new  energy-related 
technologies  on  a  commercial  scale. 

Low  carbon  emissions  will  be  achieved 
by  integrating  CO2  capture  and 
sequestration  operations  with  the  power 
generation  system.  Performance  and 
economic  test  results  from  the 
FutureGen  Project  will  be  shared  among 
the  participants,  the  industry,  the 
environmental  community,  and  the 
public. 

The  power  plant  will  be  a  nominal 
275-megawatt  (MW)  output  IGCG 
system.  Geologic  storage  of  CO2  is 
planned  to  occur  at  an  operational  rate 
of  at  least  1.1  million  tons  [1  million 
metric  tons  (MMT)]  of  GO2  per  year.  The 
following  are  major  components  of  the 
FutureGen  Project:  A  power  plant  and 
plant  infrastructure;  a  sequestration  site 
for  one  or  more  CO2  injection  wells  and 
related  infrastructure;  a  deep  saline 
reservoir  (an  underground  geologic 
formation  whose  pore  space  contains 
salt  water);  utility  connections  and 
corridors  (water  supply  pipeline, 
sanitary  wastewater  pipeline,  electricity 


transmission  line,  natural  gas  pipeline, 
and  CO2  pipeline);  and  rail  and  truck 
tremsportation  of  coal  and  other 
materials  consumed  or  generated  by  the 
power  plant. 

Gonstruction  is  anticipated  to  begin  in 
2011,  with  initial  startup  of  the  facility 
in  2014.  DOE-sponsored  activities  will 
include  design,  construction  and  four 
years  of  plant  operation,  testing,  and 
research,  followed  by  two  years  of 
additional  geologic  monitoring  of  the 
sequestered  CO2.  After  DOE-sponsored 
activities  conclude,  the  Alliance  or  its 
successor  will  manage  and  operate  the 
plant,  likely  as  a  commercial  ventme. 
DOE  expects  the  plant  will  operate  for 
at  least  20  to  30  years,  and  potentially 
up  to  50  years. 

As  preliminary  design  for  the 
FutureGen  Project  continues  and  more 
information  regarding  the  site  and  costs 
becomes  available,  it  may  become 
necessary  to  modify  the  design  and/or 
goals  of  the  Project.  Changes  made  to 
the  Project  and  additional  information 
about  the  selected  site  will  be  examined 
in  a  Supplement  Analysis,  which  DOE 
will  use  to  determine  if  a  Supplemental 
EIS  is  warranted. 

Site  Alternatives 

DOE  analyzed  four  reasonable 
alternative  sites  for  the  FutureGen 
Project.  These  sites  were  identified  by 
the  Alliance  through  a  rigorous 
competitive  solicitation  and  screening 
process.  DOE  reviewed  the  Alliance’s 
process  and  findings  to  ensure  that  all 
reasonable  alternatives  Were  considered 
for  analysis  in  the  EIS. 

As  noted  above,  the  Alliance  has 
stated  its  intention  to  formally  select  the 
Mattoon  site,  pending  the  issuance  of 
DOE’s  Record  of  Decision.  The 
following  paragraphs  briefly  describe 
each  alternative  site,  as  conditions 
existed  at  the  time  the  EIS  was 
prepcired. 

Mattoon,  Illinois.  The  Mattoon  Site 
consists  of  approximately  444  acres  of 
flat-lying  farmland  about  1  mile 
northwest  of  the  City  of  Mattoon,  Coles 
County,  Illinois.  The  power  plant  and 
sequestration  site  would  be  located  in 
the  same  area.  Currently,  the  site  is  93 
percent  farmland  and  3  percent  public 
rights-of-way  (ROW),  with  the 
remainder  being  rural  residential 
development  and  woodlands. 

Tuscola,  Illinois.  The  Tuscola  Site 
consists  of  approximately  345  acres  of 
flat- lying  farmland  about  1.5  miles  west 
of  the  City  of  Tuscola,  Douglas  County, 
Illinois.  The  site  is  currently  farmland 
•  and  is  located  adjacent  to  facilities  of 
the  Cabot  Corporation  and  Lyondell- 
Equistar  Chemical  Company.  The 
sequestration  site  is  a  10-acre  parcel 


located  11  miles  south  of  the  power 
plant  site  in  Douglas  County.  The 
sequestration  site  currently  consists  of 
agricultural  land  located  south  of  the 
City  of  Areola. 

Jewett,  Texas.  The  Jewett  Site  is 
located  in  east-central  Texas  on 
approximately  400  acres  of  formerly 
mined  land  about  7  miles  northwest  of 
the  City  of  Jewett.  The  site  is  located  at 
the  intersection  of  Leon,  Limestone,  and 
Freestone  counties.  The  area  is 
characterized  by  very  gently  rolling 
grassed  areas  (reclaimed  mine  lands) 
and  post  oak  forest  adjacent  to  an 
operating  lignite  mine  and  the  NRG 
Limestone  Generating  Station.  The 
sequestration  wells  would  be  located  on 
private  ranchland  and/or  state-owned 
land  approximately  33  miles  northeast 
of  the  plant  site  in  Anderson  and 
Freestone  counties.  Land  at  the 
sequestration  sites  is  used  for  ranching 
and  agriculture  and  includes  part  of  the 
property  of  a  state  prison  farm. 

Odessa,  Texas.  The  Odessa  Site  is 
located  on  approximately  600  level 
acres  about  15  miles  southwest  of  the 
City  of  Odessa,  Ector  County,  Texas. 

The  site  is  north  of  the  town  of  Penwell 
on  land  historically  used  for  ranching 
plus  oil  and  gas  activities.  The 
sequestration  site  is  located  58  miles 
south  of  the  plant  site  in  Pecos  County. 
This  sparsely  populated  area  is  on  semi- 
arid  land  adjacent  to  Interstate  Highway 
I-IO,  about  13  miles  east  of  Fort 
Stockton.  The  sequestration  site 
property  is  owned  by  the  University  of 
Texas. 

No- Action  Alternative 

Under  the  No-Action  Alternative, 

DOE  would  not  share  in  the  cost  for 
constructing  and  operating  the 
FutureGen  Project.  Without  DOE 
funding,  the  Alliance  would  not  likely 
undertake  the  commercial-scale 
integration  of  CO2  capt’  ’•e  and  geologic 
sequestration  with  a  coal-fueled  power 
plant.  Therefore,  the  No-Action 
Alternative  is  considered  a  “No-Build” 
Alternative. 

Potential  Environmental  Impacts  and 
Mitigation  Measures 

In  making  its  decision,  DOE 
considered  the  environmental  impacts 
of  the  Proposed  Action  and  No-Action 
Alternative  on  potentially  affected 
environmental  resource  areas.  These 
include  air  quality,  climate  and 
meteorology,  geology,  physiography  and 
soils,  groundwater,  surface  water, 
wetlands  and  floodplains,  biological 
resources,  cultural  resources,  land  use, 
aesthetics,  traffic  and  transportation, 
noise  and  vibration,  human  health  and 
safety  (including  accidents  and  sabotage 
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scenarios),  socioeconomics,  and 
environmental  justice.  The  EIS 
evaluates  the  impacts  of  the  FutureGen 
Project  on  these  environmental  resource 
areas  at  each  of  the  four  candidate  sites. 

It  also  examines  potential  incremental 
impacts  of  the  Project  in  combination 
with  other  past,  present,  and  reasonably 
foreseeable  future  actions  (i.e., 
cumulative  impacts).  The  following 
sections  provide  key  findings  related  to 
potential  environmental  impacts  and 
mitigation  measures. 

Air  Quality 

The  FutureGen  Project  will  be 
categorized  as  a  major  source  of  air 
pollutants  under  Clean  Air  Act 
regulations  because  emissions  of  some 
criteria  pollutants  will  exceed  100  tons 
per  year.  However,  compared  to 
conventional  coal-fueled  power  plants 
of  the  same  size,  the  Project  will  emit 
very  low  levels  of  criteria  and  hazardous 
air  pollutants,  including  those  from 
initial  startup,  restarts  and  flaring 
events.  During  these  periods,  emissions 
will  increase  temporarily  while  process 
gases  are  flared  for  a  short  period  of 
time.  There  is  less  than  a  two  percent 
chance  that  critical  weather  conditions 
would  coincide  with  a  plant  upset  or 
restart  to  cause  a  local,  short-duration 
exceedance  of  National  Ambient  Air 
Quality  Standards  at  any  of  the  four 
sites  (chance  of  exceedance  of  the  3- 
hour  sulfur  dioxide  [S02j  criterion  is; 
Mattoon,  0.23  percent;  Tuscola,  0.22 
percent;  Jewett,  1.66  percent;  Odessa, 
0.09  percent). 

Although  air  quality  impacts  will  be 
small  at  any  of  the  sites,  the  FutureGen 
Project  will  reduce  emissions  and 
impacts  to  the  fullest  extent  practicable. 
Specifically,  the  Project  will  employ 
advanced  particulate  control  devices 
such  that  the  concentration  of 
particulates  in  the  syngas  will  be  less 
than  0.005  Ib/MM  Btu  (pounds  per 
million  metric  British  thermal  units)  of 
coal  gasified,  which  is  far  lower  than 
current  environmental  standards  for 
coal  plants.  For  controlling  emissions  of 
nitrogen  oxides,  the  Project  will  use 
state-of-the-art  combustion-control 
technologies  (e.g.,  using  nitrogen  gas 
and/or  steam  as  a  diluent  in  the 
combustion  gas  turbine  to  adjust  the 
firing  temperature  and  thereby  reduce 
the  thermal  formation  of  nitrogen 
oxides).  Downstream  from  the  gasifier,  a 
water-gas-shift  reactor  will  convert 
carbon  monoxide  (CO)  and  water  into 
CO2  and  H2.  Further  downstream,  an 
acid  gas  removal  system  will  capture 
CO2  and  sulfur  compounds,  thus 
minimizing  emissions. 

During  tne  up-coming  continuation  of 
the  preliminary  design  phase,  DOE  and 


the  Alliance  will  consider  several 
design  and  operational  features  not 
presented  in  the  Final  EIS:  A  temporary 
(two  to  three  year  period)  reduction  in 
CO2  capture  rate  from  90  percent  to  60 
percent,  short-term  periods  of  firing  the 
combustion  turbine  on  natural  gas 
(including  a  potential  one-year  startup 
period),  and  the  optimization  of  the 
power  plant  for  gasilying  a  single  coal 
type  (see  the  above  section  on 
“Proposed  Action  and  Project 
Description”).  Air  emissions  of  criteria 
and  hazardous  pollutants  associated 
with  these  potential  changes  in  the 
scope  of  the  project  are  estimated  to 
result  in  no  change  in  the  findings  of  the 
EIS. 

For  example,  during  periods  that  the 
facility  operates  on  coal  at  60  percent 
CO2  capture,  emissions  of  SO2, 
particulates  and  mercury  would  be 
unchanged  because  the  syngas  and  flue 
gas  clean-up  systems  would  operate  the 
same  as  they  would  when  the  facility 
operates  at  90  percent  CO2  capture. 
Additionally,  when  capturing  60 
percent  of  the  CO2,  emissions  of  NO* 
and  CO  are  expected  to  be  unchanged. 
Therefore,  the  estimated  emission  rates 
of  these  criteria  pollutants  at  60  percent 
CO2  capture  would  be  equal  to  those 
used  for  air  quality  modeling  in  the  EIS. 
Estimated  emissions  of  CO2  are 
described  in  the  next  section,  “Climate 
and  Meteorology”. 

During  short-term  periods  of 
operation  on  natural  gas,  emissions  of 
SO2,  particulates  and  mercury  would  be 
negligible.  Emissions  of  CO  are 
estimated  to  be  below  the  emission  rate 
of  CO  during  operation  on  coal  and 
therefore  below  the  emission  rates  used 
for  air  quality  modeling  in  the  EIS. 
Emissions  of  NO*  when  firing  natural 
gas  are  expected  to  require  control  using 
selective  catalytic  reduction  and, 
therefore,  would  be  typical  of  emission 
levels  for  state-of-the-art  natural  gas 
combined-cycle  power  plants.  These 
emission  rates  would  be  well  below  the 
emission  rates  used  for  air  quality 
modeling  in  the  EIS. 

To  validate  the  Project’s 
accomplishments,  the  Alliance  shall 
prepare  (at  a  minimum)  annual  reports 
during  the  term  of  the  cooperative 
agreement  that  document  engineering 
and  research  activities  demonstrating 
technical  and  economic  progress  toward 
developing  the  design  and  operational 
basis  for  future  near-zero  emissions 
coal-fueled  power  plants.  Annual 
reports  shall  include  summary 
information  on  the  emissions  of  criteria 
pollutants  and  CO2  from  the  Project. 
These  reports  shall  indicate  the 
performance  and  emissions  of  the 
Project  during  normal  operations.  If  air 


emissions  data  are  collected  during 
periods  of  operation  outside  normal, 
steady-state  conditions,  this  information 
also  shall  be  summarized  in  the  report. 

Climate  and  Meteorology 

Construction  and  operation  of  the 
FutureGen  Project  will  not  cause 
measurable  impacts  on  local,  regional  or 
global  climate  and  meteorology.  The 
Project’s  primary  objective  is  to  test  and 
help  develop  coal-fueled  power  plants 
that  greatly  reduce  emissions  of 
greenhouse  gases.  If  the  Project’s 
technologies  are  widely  deployed  in 
fossil-fueled  power  plants  built  in  the 
future,  these  plants  collectively  could 
reduce  national  and  world-wide 
greenhouse  gas  emissions  (compared  to 
a  scenario  of  not  using  carbon  capture 
and  sequestration  on  new  coal-fueled 
power  plants),  thereby  lessening  the 
potential  for  global  climate  change. 

If  the  Project  adopts  potential  changes 
in  the  CO2  capture  rate,  fuel  source  and 
plant  operations,  as  discussed  in  the 
section  on  “Proposed  Action  and  Project 
Description”,  the  amount  of  CO2 
emitted  to  the  atmosphere  would 
increase  during  the  first  two  or  three 
years  of  project  operations.  At  60 
percent  CO2  capture  levels,  facility 
operations  on  coal  are  estimated  to  add 
additional  emissions  of  485,000  to 
685,000  metric  tons  of  CO2  per  year  of 
operation.  One  year  of  facility 
operations  on  natural  gas  is  estimated  to 
add  additional  emissions  of  750,000 
metric  tons  of  CO2.  Facility  operations 
on  natural  gas  if  syngas  is  not  available 
are  only  expected  to  result  in  additional 
emissions  during  the  period  when  the 
facility  is  usually  operated  at  90  percent 
CO2  capture  levels.  These  additional 
emissions  are  estimated  to  be  between 
110,000  to  215,000  metric  tons  per  year 
of  operation.  Over  the  potential  5  year 
project  operations  period  (four  years  of 
coal-fueled  operations  plus  one  year  of 
natural-gas-fueled  operations  prior  to 
completion  of  plant  construction),  an 
estimated  additional  2,200,000  to 
2,400,000  metric  tons  of  CO2  may  be 
emitted  to  the  global  atmosphere.  The 
additional  estimated  average  annual 
CO2  emissions  (430,000  to  470,000 
metric  tons  per  year)  represent  nearly 
double  the  emissions  of  CO2  compared 
to  the  maximum  predicted  emissions 
when  the  normally  operating  plant 
(fueled  with  coal)  captures  90  percent  of 
the  CO2  (250,000  metric  tons  per  year). 

A  principal  goal  of  FutureCien  testing 
is  to  gather  operational  and  cost  data  on 
a  coal-fueled  power  plant  that  is 
integrated  with  CO2  capture  and 
geologic  sequestration.  The  FutureGen 
facility  will  be  designed  for  90  percent 
CO2  capture.  However,  since  this  is  a 
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first-of-a-kind  project  in  terms  of 
technology  integration  for  large-scale 
electric  power  plant  applications, 
testing  may  be  performed  initially  at  the 
60  percent  CO2  capture  rate  as  a  risk 
mitigation  strategy,  and  increased  later 
during  operational  testing.  Additionally, 
the  60  percent  CO2  capture  rate  will 
demonstrate  operation  of  a  coal-fueled 
power  plant  with  a  CO2  emission  level 
that  is  comparable  to  a  state-of-the-art 
natural  gas  combined-cycle  power  plant. 

Geology 

Construction  of  the  proposed  power 
plant  and  related  facilities  would  not 
significantly  change  geologic  conditions 
at  the  proposed  sites.  However,  since 
geological  sequestration  of  CO2  is  one  of 
the  Project’s  goals,  the  subsurface  target 
reservoirs  will  be  used  to  store  CO2. 
Estimated  radii  of  the  plumes  of  injected 
CO2  would  be  of  the  same  relative 
magnitude  at  all  four  sites  (1.0  to  1.7 
miles  radius  per  well  after  injecting  1.1 
million  tons  [1.0  MMT]  per  year  for  50 
years),  although  the  number  of  injection 
wells  (and  associated  plumes)  would 
differ  among  the  sites  (probably  one 
well  at  the  Illinois  sites;  two  to  three 
wells  at  the  Jewett  site;  and  three  to  ten 
wells  at  the  Odessa  site).  CO2  will  be 
injected  into  an  underlying  saline 
reservoir  at  the  selected  sequestration 
site  at  a  planned  operation^  rate  of 
between  1.1  and  2.8  million  tons  (1.0  to 
2.5  MMT)  per  year.  Although  reservoir 
space  will  be  used  to  store  the  injected 
CO2.  no  adverse  impacts  are  expected  to 
occur  to  geological  resources. 

DOE  will  require  monitoring  of  the 
injected  CO2  to  assess  its  fate  and  to 
verify  storage  integrity.  To  fully  support 
the  monitoring  and  assessment 
activities,  the  Alliance  shall  install  a 
sufficient  number  (at  least  two)  of 
monitoring  wells  into  the  target 
reservoirs  near  a  primary  injection  well 
^  to  provide  the  data  to  validate  the 

expected  migration  of  CO2.  One  or  more 
monitoring  wells  may  serve  as  backup 
injection  wells.  After  further  site 
:  characterization  studies  at  the  selected 

r;  site,  and  subject  to  land  access  and 

property  rights,  DOE  and  the  Alliance 
will  mutually  agree  on  the  placement  of 
monitoring  wells  that  penetrate  the 
primary  seal.  From  a  research 
perspective,  it  would  be  advantageous 

1  to  locate  one  monitoring  well 
stratigraphically  up-dip  (or  in  the 

3  hydrodynamically  favorable  flow 

direction,  if  there  is  found  to  be  another 
;  direction  of  potential  flow  of  injected 
f  CO2).  The  other  monitoring  well  should 
^  then  be  located  in  a  stratigraphic  strike 
5  direction  (or  direction  perpendicular  to 

2  the  horizontal  direction  between  the 

I  injection  wells  and  the  first  monitoring 


well)  for  directional  permeability  tests 
and  lateral  monitoring.  Ideally,  these 
wells  should  be  located  near  the 
predicted  foiu-year  plume  front  relative 
to  the  primary  injection  well.  In 
addition  to  monitoring  wells  that 
penetrate  and  sample  the  target 
injection  reservoir(s),  shallower 
monitoring  wells  shall  be  installed  and 
used  to  demonstrate  compliance  with 
the  required  Underground  Injection 
Control  permit  and,  as  appropriate,  to 
meet  the  research  and  development 
objectives  of  the  Project.  Annual  reports 
shall  include  summary  information  on 
the  sequestration  activities,  including 
monitoring  results,  the  determined 
location  and  extent  in  the  subsurface  of 
the  injected  CO2,  and  quantity  of  excess 
CO2  sold  or  released. 

The  Alliance  shall  prepare  an 
Emergency  Response  Plan  for  use  in  the 
unlikely  event  of  leaks  of  the  injected 
CO2.  The  plan  shall  include  generic 
responses  to  apparent  slow  leaks  that 
could  develop  into  more  serious 
problems  if  no  actions  are  tciken.  While 
it  is  perhaps  not  practical  or  necesscuy 
to  prepare  specific  or  detailed  responses 
for  all  potential  leakage  modes,  the  plan 
shall  delineate  how  to  identify  a  leak 
that  could  present  a  hazard  if 
unmitigated.  Furthermore,  the  plan 
shall  identify  the  responsible  persons 
that  would  make  decisions,  develop 
specific  response  plans  and  take  action. 
The  plan  should  also  identify  resources 
and  organizations  that  may  help  in 
making  an  appropriate  response.  The 
Emergency  Response  Plan  shall  address 
ruptures  and  large  punctures  of  the  CO2 
pipeline  and  rapid  releases  of  fluids 
(i.e.,  blowouts)  through  failed  injection 
wells  or  other  wells  or  through  other 
routes  from  the  target  reservoir,  as 
described  below  in  the  section  on 
“Human  Health,  Safety,  and  Accidents”. 

Although  during  each  year  of 
operations  the  goal  is  to  inject  a 
minimum  of  1.1  million  tons  (1.0  MMT) 
of  CO2  into  deep  saline  reservoirs, 
excess  captured  CO2  could  be  sold  for 
use  by  industry  in  enhanced  oil 
recovery  or  other  subsurface  operations. 
Successful  technology  transfer  to  future 
power  plant  projects  could  result  in 
increased  oil  and  natural  gas 
production. 

A  very  low  potential  exists  for  adverse 
effects  to  the  facilities  from  geologic 
hazards.  Earthquakes  of  medium 
intensity  are  possible  but  not  common 
at  these  sites.  The  Alliance  shall 
monitor  the  sequestration  site  to  detect 
and  help  operators  prevent  induced 
rock  fracturing  or  reservoir  leakage 
caused  by  over-pressurization  of  the 
formation. 


The  Alliance  and  DOE  will  develop  a 
mutually  acceptable  plan  for  continued 
monitoring  of  the  sequestered  CO2  after 
project  completion  by  a  responsible 
party  for  a  period  of  time  deemed 
sufficient  to  verify  the  sequestration’s 
permanence. 

Physiography  and  Soils 

Soil  disturbance  at  the  power  plant 
site  will  result  in  permanent  removal  or 
displacement  of  soils  on  up  to  200  acres. 
At  Mattoon  or  Tuscola,  this  would 
include  prime  farmland  soils.  At 
Tuscola,  an  additional  10  acres  of  soil 
disturbance  may  occur  at  the 
sequestration  site.  Soil  disturbance  in 
utility  corridors  is  expected  to  be 
temporary  and  will  vary  greatly 
depending  on  the  site  selected,  ranging 
from  26  to  744  acres  with  the  higher  end 
of  the  range  associated  with  the  Texas 
sites.  Transportation  corridors  at  the 
power  plant  site  could  require  up  to 
15.9  acres  of  soil  disturbance  and  is 
generally  greater  for  the  Illinois  sites.  To 
mitigate  these  impacts,  the  Project  will 
employ  best  memagement  practices, 
such  as  those  conunonly  used  for 
erosion  control  as  well  as  spill 
prevention  and  response  measures. 

Groundwater 

Some  groundwater  use  could  occur  at 
Tuscola  and  Odessa,  but  the  Jewett  site’s 
process  water  supply  would  rely 
exclusively  on  groundwater. 
Groundwater  supplies  appear  more  than 
adequate  at  each  site  to  meet  power 
plant  consumption  rates.  Although  no 
adverse  impacts  are  expected  to  occm, 
impacts  of  water  use  are  likely  to  be 
more  significant  for  the  Odessa  site.  Best 
management  practices,  such  as  water 
conservation  (e.g.,  a  zero  liquid 
discharge  system  to  recycle  wastewater 
and  cooling  tower  blowdown  for  use  in 
the  cooling  tower,  thereby  reducing 
cooling  tower  makeup  water 
requirements),  spill  prevention 
measures  and  a  spill  response  plan,  will 
be  implemented  to  minimize  the 
potential  for  environmental  impacts  to 
the  fullest  extent  practicable. 

The  proposed  CO2  injection  reservoirs 
are  one  mile  deep  or  greater  at  each 
sequestration  site,  except  for  the  Odessa 
site,  where  the  injection  zone  is  only  0.5 
mile  deep.  Shale  layers  (and  anhydrite 
layers  at  the  Odessa  site)  appear 
sufficient  to  provide  secure  seals  for  the 
injected  CO2.  Compared  to  the  Illinois 
sites,  the  Texas  sites  have  a  greater 
number  of  existing  wells  that  penetrate 
the  seals,  and  therefore,  these  two  sites 
may  have  a  greater  risk  of  CO2  leakage 
along  existing  wells.  Target  formations 
are  not  underground  sources  of  drinking 
water,  and  there  are  no  sole-source 
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aquifers  above  them.  The  Alliance  shall 
monitor  the  sequestration  site  and 
ensure  that  underground  sources  of 
drinking  ^vater  above  the  target 
formation  are  not  impacted  by  the 
injected  CO2,  as  expected  to  be  required 
by  the  Underground  Injection  Control 
‘permit.  Annual  reports  shall  include 
summary  information  on  the 
groundwater  monitoring  activities  and 
results,  along  with  summary 
information  on  other  monitoring 
activities  addressed  by  the  sequestration 
program. 

The  Alliance  shall  use  reasonable 
efforts  to  locate  and  verify  the  integrity 
of  abandoned  wells  penetrating  the 
primary  seal  over  the  CO2  plume 
footprint  and  properly  seal  any  wells 
that  were  not  adequately  abandoned. 
This  mitigation  effort  shall  occur  prior 
to  the  start  of  injection  operations  for  at 
least  the  Area  of  Review  defined  in  the 
Underground  Injection  Control  Permit. 
During  injection  operations,  the 
Alliance  must  make  reasonable  efforts  to 
track  the  CO2  plume  front  and  to  verify 
and  plug,  as  appropriate,  abandoned 
wells  that  present  a  risk  of  becoming  a 
leakage  path  (i.e.,  if  monitoring  results 
obtained  throughout  the  injection  phase 
suggest  that  the  actual  area  of  plume 
spread  would  exceed  the  predicted 
plume  footprint).  This  mitigation 
requirement  shall  be  made  a  term  and 
condition  for  future  owners  upon  sale  or 
donation  of  the  injection  facilities  at  the 
end  of  the  Alliance’s  injection  activities. 

Surface  Water 

Surface  water  would  be  used  directly 
for  the  Tuscola  and  Odessa  sites,  and 
these  surface  water  resources  can 
accommodate  the  demand.  Mattoon 
proposes  to  use  municipal  wastewater 
treatment  plant  effluent,  which 
otherwise  would  flow  into  two  very 
small  streams  (Kickapoo  and  Cassell 
creeks)  that  drain  away  from  Mattoon 
and  Charleston.  For  both  of  these 
streams,  the  diversion  of  wastewater 
may  result  in  more  natural  flow  rates  in 
the  streams  that  now  receive  the 
wastewater,  but  downstream  users 
would  suffer  a  significant  reduction  in 
flow  rates  compared  to  current  rates. 
Best  management  practices,  such  as 
water  conservation  (e.g.,  a  zero  liquid 
discharge  system  to  recycle  wastewater 
and  cooling  tower  blowdown  for  reuse 
in  the  cooling  tower,  thereby  reducing 
cooling  tower  makeup  water 
requirements),  spill  prevention 
measures  and  a  spill  response  plan,  will 
be  implemented  to  minimize  the 
potential  for  impacts.  Annual  reports 
shall  include  summary  information  on 
the  releases  of  industrial  wastewater 
from  the  Project  and  the  effectiveness  of 


the  Project’s  water  conservation 
program. 

Wetlands  and  Floodplains 

Power  plant  construction  and 
operations  will  not  affect  floodplains 
since  none  of  the  proposed  power  plant 
sites  include  areas  mapped  as  100-yr 
floodplains.  However,  construction  and 
operation  of  the  power  plant  may 
impact  small,  low  to  moderate  quality 
wetlands  at  two  of  the  proposed  sites, 
Mattoon  and  Jewett.  The  Project’s  layout 
will  avoid  wetlands  located  on  the  plant 
site  to  the  maximum  extent  practicable. 

While  the  region  above  the  proposed 
sequestration  reservoirs  includes 
floodplains  at  some  sites,  tentatively 
selected  well  locations  are  not  within 
100-year  floodplains.  Above  the 
proposed  sequestration  reservoirs  at 
Jewett  and  Tuscola,  there  are  both 
wetlands  and  floodplains.  Within  the 
region  of  influence  above  Tuscola’s 
target  reservoir,  wetland  areas  may 
occupy  up  to  five  acres.  Jewett’s 
sequestration  areas  lay  on  both  sides  of 
the  Trinity  River,  which  has  numerous 
wetlands  (43  forested,  scrub-shrub,  and 
emergent  wetlands)  nearby  and  along  its 
floodplains.  About  25  percent  of  the 
region  of  influence  above  the  Jewett 
target  reservoirs  is  within  a  100-year 
floodplain.  Site  characterization 
activities  [e.g.,  geophysical  surveys)  and 
monitoring  programs  that  might  impact 
wetlands  could  require  avoidance  or 
mitigation  measures.  Unavoidable 
impacts  to  wetlands  would  require 
mitigation  in  accordance  with 
regulatory  requirements.  It  is  not 
anticipated  that  floodplains  will  be  - 
adversely  affected. 

Utility  and  transportation  corridors 
include  wetland  areas  at  all  four  sites. 
While  wetlands  can  be  avoided  to  a 
great  degree  by  locating  structures 
outside  of  or  routing  around  wetlands 
that  are  within  the  corridors,  some 
wetland  impacts  may  be  unavoidable. 
Unavoidable  impacts  to  wetlands  would 
require  mitigation  in  accordance  with 
regulatory  requirements.  Wetland  areas 
have  been  identified  within  utility  and 
transportation  corridors  in  the  following 
amounts:  Mattoon,  up  to  29.2  acres; 
Tuscola,  up  to  4.2  acres;  Jewett,  over  90 
acres;  and  Odessa,  up  to  23.9  acres. 
These  numbers  include  wetlands  from 
multiple  corridor  options,  whereby 
some  corridor  options  may  have  no 
wetlands.  Some  of  the  corridors  cross 
areas  within  the  100-year  floodplain, 
but  potential  impacts  are  not  considered 
to  be  significant,  especially  in  light  of 
mitigation  measures  that  will  be 
required  for  anticipated  wetland 
impacts. 


Impacts  to  wetland  resources  shall  be 
avoided  to  the  fullest  extent  practicable. 
Clean  Water  Act  section  404  permits 
will  be  obtained  for  jurisdictional  water 
bodies  and  v/etland  alterations.  As  a 
permit  condition,  mitigation  of  wetland 
impacts  could  be  in  the  form  of  direct 
replacement  or  other  approved  Federal 
or  state  mitigation  requirements. 

In  compliance  with  floodplain  and 
wetland  environmental  review 
requirements  (10  CFR  Part  1022, 
Executive  Order  11988,  and  Executive 
Order  11990),  the  EIS  contains  the 
floodplain  and  wetland  assessments 
along  with  the  floodplain  statement  of 
findings,  as  allowed  under  10  CFR  Part 
1022.14(c).  DOE  assessed  the  potential 
impacts  to  wetland  and  floodplairi 
resources  based  on  field  verification 
(wetland  delineations)  and  National 
Wetland  Inventory  (NWI)  mapping.  The 
Mattoon  and  Tuscola  sites  included 
field  verification  for  the  power  plant 
sites  and  other  project  components  [e.g., 
utility  corridors),  allowing  for  a 
quantitative  analysis  using  potential 
acreage  (hectares)  of  impacts.  The  Jewett 
and  Odessa  sites  included  field 
verification  for  only  the  power  plant 
sites  and  relied  on  NWI  mapping  for  all 
other  project  components,  allowing  for 
a  qualitative  assessment  limited  to  the 
identification  of  wetland  types  within 
the  project  component  areas. 

Biological  Resources 

Land  disturbance  at  the  power  plant 
and  injection  sites  will  result  in  up  to 
210  acres  of  permanent  habitat  loss.  At 
the  Illinois  sites,  there  would  be  a  loss 
of  row  crops  (generally  corn  or  soybean) 
on  prime  farmland.  At  the  Jewett  site, 
this  would  be  primarily  a  loss  of  a 
mixture  of  grasslands  and  post  oak 
forests.  At  Odessa,  it  would  be  a  Iqss  of 
arid  habitat  dominated  by  mesquite- 
lotebusb  brush  and  mesquite-juniper 
brush. 

Additionally,  temporary  disturbances 
to  terrestrial  and  aquatic  organisms  will 
occur  along  utility  corridors.  These 
disturbances  and  resulting  habitat 
impacts  are  expected  to  displace  or  at 
least  temporarily  disturb  wildlife  and 
other  biological  resources.  Potentially 
affected  utility  corridor  lengths  at  each 
site  are:  Mattoon,  up  to  35.3  miles,  with 

18.8  miles  of  new  ROW  occupied 
primarily  by  row  crops;  Tuscola,  up  to 

31.9  miles,  with  16.9  miles  of  new  ROW 
occupied  primarily  by  row  crops; 
Jewett,  up  to  63  miles,  with  13  miles  of 
new  ROW  occupied  primarily  by  post 
oak  forest  and  grasslands;  Odessa,  up  to 
128.5  miles  with  68.7  miles  of  new 
ROW  occupied  primarily  by  non-arable 
brush  lands.  Best  management  practices 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 /Notices 


35181 


will  be  employed  to  reduce  adverse 
impacts. 

The  potential  for  impacts  on 
threatened  and  endangered  species  has 
been  reviewed  in  the  EIS,  and  there  are 
no  known  occurrences  of  threatened 
and  endangered  species  at  the  proposed 
sites.  A  biological  survey  of  the  selected 
FutureGen  site  will  be  conducted  as 
required  before  construction  begins  to 
verify  that  no  threatened  or  endangered 
species  are  present  in  the  areas 
(including  utility  corridors)  that  will  be 
disturbed. 

Cultural  Resources 

Construction  and  operation  of  the 
FutureGen  Project  are  not  anticipated  to 
impact  cultural  resources  at  any  of  the 
proposed  power  plant  sites;  however, 
utility  corridors  have  not  been 
thoroughly  investigated  and  could  have 
construction-related  impacts.  Phase  I 
surveys  may  be  needed  for  certain 
corridor  segments  associated  with  the 
Mattoon  and  Tuscola  sites.  Jewett  has  35 
known  cultural  resource  sites  along  its 
proposed  CO2  corridors  and  33  recorded 
sites  within  the  region  of  influence  of 
the  sequestration  site.  Phase  I  surveys 
and  consultation  with  the  Texas  State 
Historic  Preservation  Officer  would  be 
required  for  the  CO2  pipeline  corridors 
and  sequestration  site.  Odessa  would 
require  Phase  I  surveys  and  consultation 
for  all  new  CO2  pipeline,  water  supply 
pipeline,  and  electricity  transmission 
line  corridors.  Furthermore,  the  Odessa 
site  could  have  invertebrate  and 
vertebrate  fossil  resources  in  the  path  of 
the  corridors.  No  impacts  to  unique  or 
irreplaceable  invertebrate  fossils  would 
be  expected.  Vertebrate  fossils,  in 
comparison,  are  much  less  likely  to  be 
encountered.  For  the  selected  site, 
archaeological  and  paleontological 
surveys  will  be  conducted,  as  required, 
to  determine  the  location  of  cultural 
resources  and  the  possible  extent  of 
impacts  along  utility  corridor 
alignments  after  those  alignments  are 
identified. 

Further  consultation  with  the  State 
Historic  Preservation  Officer  for  any 
unforeseen  areas  of  construction  or 
ground  disturbance  not  included  within 
the  EIS  will  be  completed  before 
construction  to  determine  the  need  for 
further  cultural  resource  investigations 
and  any  appropriate  mitigation 
measures. 

Land  Use 

Depending  on  the  site  selected,  the 
proposed  power  plant  and  related 
facilities  will  be  located  on  345  to  600 
acres  of  land  that  will  be  acquired  by 
the  Alliance  for  the  Project.  (Note:  the 
Alliance  has  purchased  420.5  acres  at 


the  Mattoon  site.)  Construction  and 
operation  activities  are  estimated  to 
impact  up  to  200  acres  of  that  land. 

Land  at  the  selected  power  plant  site 
will  be  converted  from  its  current 
agricultural,  ranch,  industrial  storage,  or 
oil  and  gas  production  uses.  At  the 
Mattoon  and  Tuscola  power  plant  sites, 
it  is  estimated  that  up  to  200  acres  of 
prime  farmland  would  be  converted  to 
industrial  uses.  About  10  acres  would 
be  converted  at  the  Tuscola 
sequestration  site.  At  the  Jewett  power 
plant  site,  which  is  mostly  reclaimed 
mine  land,  there  may  be  a  few  acres  of 
prime  farmland  converted.  The  Jewett 
power  plant  site  is  currently  used  for 
pasture  and  industrial  storage.  The 
Odessa  power  plant  site  is  currently 
used  for  ranching  and  for  oil  and  gas 
production. 

There  would  be  a  direct  impact  to 
residential  properties  located  adjacent 
to  the  proposed  power  plant  sites:  two 
residences  adjacent  to  the  Mattoon  site, 
and  three  directly  adjacent  to  the 
Tuscola  site.  Within  one  mile  of  the 
proposed  power  plant  sites,  there  are: 
Mattoon,  20  residences;  Tuscola,  several 
dozen  residences;  Jewett,  zero 
residences;  and  Odessa,  three 
residences.  The  Odessa  site  is  at  the 
northern  edge  of  Penwell,  a  mostly 
abandoned  small  oil  town. 

The  Mattoon  site  has  been  established 
as  an  enterprise  (business)  zone. 
Tuscola’s  site  is  zoned  for  industrial 
uses  and  has  two  chemical  plants 
immediately  to  the  west.  Jeyvett’s  site  is 
unzonad  and  is  partially  located  on 
reclaimed  mine  land  with  nearby  active 
mine  facilities  and  an  existing  large 
power  plant  adjacent  to  the  proposed 
power  plant  site.  Odessa’s  site  is 
unzoned,  with  arid  ranch  land  located 
to  the  north  and  east,  a  scrap  yard  and 
the  abandoned  town  of  Penwell  to  the 
south,  and  an  oil  and  gas  field  to  the 
west. 

Except  at  Mattoon,  where  the 
injection  well  will  be  on  the  power 
plant  site,  construction  and  operations 
at  the  sequestration  site  are  expected  to 
impact  up  to  an  additional  10  acres  of 
land,  with  current  land  uses  being 
agricultural  at  the  Tuscola  sequestration 
site,  ranching  and  state  prison  farmland 
at  the  Jewett  sequestration  site,  and 
grazing  land  with  scattered  oil  and  gas 
activities  on  the  Odessa  sequestration 
site.  Odessa’s  sequestration  site  is  on 
land  owned  by  the  University  of  Texas 
and  is  ordinarily  leased  to  others  for  oil 
and  gas  production  and  for  ranching  in 
an  effort  to  generate  income  for  the 
University. 

Option  contracts  existed  for  the 
mineral  rights  to  444  acres  at  the 
Mattoon  site;  the  Alliance  has  since 


exercised  those  options.  Options  for 
mineral  rights  at  Tuscola,  Jewett,  and 
Odessa  have  expired. 

For  utility  corridors,  new  ROWs 
would  be  needed  in  the  following 
amounts:  Mattoon,  up  to  about  20  miles; 
Tuscola,  up  to  about  17  miles;  Jewett, 
between  10  and  13  miles;  Odessa, 
approximately  71  miles.  The  exact 
amount  of  new  ROW  will  be  a  function 
of  the  options  selected  at  the  site. 
Generally,  current  land  uses  will 
continue  after  installation  of  new 
utilities  (e.g.,  CO2  pipeline,  water 
supply  pipeline,  electricity  transmission 
line). 

The  Alliance  could  receive  options  to 
purchase  some  onsite  and  adjacent 
residential  properties.  The  Alliance 
would  consider  exercising  these  options 
on  a  case-by-case  basis  to  meet  Project 
needs. 

Aesthetics 

,At  Mattoon,  Tuscola  and  Odessa,  the 
proposed  power  plant  may  be  perceived 
as  a  major  visual  intrusion  within  a  1- 
mile  radius  of  the  site.  However,  at 
Odessa,  the  visual  intrusion  would  be 
moderated  due  to  the  presence  of  other 
industrial  facilities  that  are  visible  in 
the  general  area  of  Penwell.  The  Jewett 
site  would  have  the  least  visual 
intrusion  for  neighbors  and  motorists 
driving  through  the  area.  For  all  sites, 
the  sequestration  facilities  will  present 
minimal  visual  intrusion. 

Within  the  budgetary  limits  of  the 
Project,  it  is  highly  desirable  that  the 
Project’s  facilities  will  be  designed  and 
constructed  to  be  as  aesthetically 
pleasing  as  practicable  to  the  people  in 
the  surrounding  communities  and  to  the 
public  in  general.  Therefore,  the 
Alliance  shall  implement  appropriate 
mitigations  that  may  include:  enclosing 
or  shielding  some  of  the  more 
“industrial”  components  of  the  plant; 
designing  and  constructing  buildings 
and  other  structures  to  have  a  pleasing 
and  appropriate  appearance  for  the 
general  public;  landscaping  around  the 
perimeter  of  the  plant  site  to  partially 
screen  the  plant  from  nearby  residences 
and  local  motorists:  selecting 
appropriate  transmission  towers  to 
reduce  their  visual  profile;  and  choosing 
an  appropriate  lighting  design  [e.g., 
luminaries  with  controlled  candela 
distributions,  well-shielded  or  hooded 
lighting,  and  directional  lighting)  to 
minimize  light  pollution. 

Traffic  and  Transportation 

Construction  of  the  Project  will  create 
temporary,  localized  adverse  traffic 
impacts  due  to  the  presence  of 
additional  truck  traffic  and  commuting 
workers.  Truck  traffic  impacts  may  be 
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mitigated  through  the  use  of  designated 
truck  routes  to  the  power  plant  site. 
Continued  use  of  these  routes  during 
operations  would  reduce  operational 
impacts.  During.plant  operation,  traffic 
near  the  power  plant  will  be  heavier, 
but  traffic  will  not  degrade  to  unstable 
conditions  at  any  site.  Installation  of 
new  traffic  controls  or  changes  in  traffic 
signal  timing  may  be  needed  at  a  few 
intersections. 

For  rail  traffic  at  each  site,  connection 
of  new  side  tracks  will  have  minimal 
and  temporary  impacts.  At  Odessa, 
temporary  impacts  would  occur  to  rail 
operations  during  construction  of  a  new 
underpass.  During  plant  operation  at 
any  of  the  sites,  rail  traffic  will  increase 
by  up  to  two  trains  per  day  along  the 
rail  line  servicing  the  plant  site.  Each 
additional  train  trip  across  two  at-grade 
crossings  near  the  Mattoon  site  and 
across  one  at-grade  crossing  at  the 
Tuscola  site  would  delay  traffic  by  an 
estimated  6  to  7  minutes,  on  average  (for 
a  100-unit  train  traveling  10  miles  per 
hour).  Actuated  gates  and  warning  lights 
would  be  required  at  one  at-grade 
crossing  at  the  Tuscola  site. 

Noise  and  Vibration 

The  EIS  estimates  that  during 
construction,  noise  would  increase 
greatly  at  the  nearest  receptors;  Mattoon, 
up  to  41  decibels  A-weighted  (dBA)  at 
the  nearest  two  residences;  Tuscola,  up 
to  45.7  dBA  at  the  nearest  three 
residences;  Jewett,  less  than  15  dBA  at 
a  nearby  chapel;  Odessa,  less  than  6 
dBA  at  the  nearest  two  residences  in 
Penwell.  An  increase  of  3  dBA  or  more 
(the  criterion  for  a  significant  impact) 
above  background  levels  could  be 
experienced  at  greater  distances  and 
affect  more  people:  Mattoon,  one  school 
and  several  dozen  residences  within  2.4 
miles  of  the  site  boundary;  Tuscola, 
numerous  residences  and  much  of 
downtown  Tuscola  within  1.5  miles; 
Jewett,  no  residences  impacted;  Odessa, 
as  many  as  12  churches,  5  schools  and 
an  undetermined  number  of  residences 
affected  by  the  pipeline  construction 
noise  but  perhaps  only  3  residences 
affected  by  construction  at  the  power 
plant  site.  Additionally  at  all  sites,  noise 
increases  would  be  experienced  along 
the  trucking  routes  and  nearby  roads 
leading  construction  traffic  to  the  power 
plant  site. 

During  routine  plant  operation,  noise 
would  increase  for  the  nearest  receptors: 
Mattoon,  6  to  9  dBA  at  the  nearest  two 
residences;  Tuscola,  up  to  12  dBA  at  the 
nearest  three  residences;  Jewett,  less 
than  6  dBA  at  a  nearby  chapel;  Odessa, 
less  than  3  dBA  at  the  n-earest  two 
residences.  At  greater  distances,  an 
increase  of  3  dBA  or  more  above 


background  levels  could  be 
experienced;  Mattoon,  12  residences 
within  1.5  miles  of  the  site  boundary; 
Tuscola,  seven  residences  within  1  mile; 
Jewett,  no  residences  impacted;  Odessa, 
two  residences  near  the  power  plant 
site.  Plant  startups  will  generate 
temporary  noise  that  is  greater  at  the 
nearest  receptors:  Mattoon,  up  to  21 
dBA;  Tuscola,  up  to  25  dBA;  Jewett,  less 
than  17  dBA;  and  Odessa,  less  than  4.1 
dBA.  Additionally,  operational  noise 
increases  will  be  experienced  along  the 
trucking  routes  and  nearby  roads 
leading  to  the  power  plant  site.  Train 
noises  along  the  rail  delivery  routes  will 
increase  from  the  movement  of  up  to 
two  additional  trains  per  day.  A  special 
concern  is  that  train  rail  car  shakers 
could  generate  noise  that  would  affect 
neighbors  similar  to  the  construction 
activities  (described  above),  if 
unmitigated. 

The  Alliance  will  comply  with  all 
local  noise  ordinances  and  shall  reduce 
operational  noise  impacts  to  nearby 
residences  and  sensitive  receptors  to  the 
fullest  extent  practicable.  The  Alliance 
shall  comply  with  applicable  vibration 
standards  to  the  extent  practicable.  To 
reduce  noise  impacts  the  Alliance  may 
use  some  combination  of  sound 
enclosures,  barrier  walls,  earthen  berms, 
planted  vegetation  and  landscaping,  or 
dampening  devices,  with  emphasis  on 
facilities  (e.g.,  rail-car  unloading 
facilities)  that  would  generate  very  high 
levels  of  noise  disturbance  at  nearby 
residences.  In  addition,  alternate  site 
configurations  shall  be  considered  in  an 
effort  to  position  noise-producing 
equipment  away  from  or  to  shield 
residences  and  sensitive  receptors.  The 
design  of  coal-handling  facilities  shall 
be  evaluated  for  opportunities  to  reduce 
noise  impacts  to  adjacent  residences 
and  sensitive  receptors. 

Human  Health,  Safety,  and  Accidents 

Adverse  impacts  to  human  health  and 
safety,  although  unlikely,  could  result 
from  various  types  of  accidents  or  acts 
of  sabotage  and  terrorism,  ranging  from 
small  pipeline  leaks  to,  in  an  extremely 
unlikely  case,  an  explosion  at  the  power 
plant.  Two  separate  risk  studies  were 
completed  to  analyze  these  risks.  The 
results  of  these  assessments  shall  be 
used  during  the  planning,  design, 
construction,  and  operation  of  the 
FutureGen  Project  to  help  reduce  risks. 

The  greatest  risks  to  human  health 
and  safety  are  associated  with 
catastrophic  accidents  or  acts  of 
sabotage  or  terrorism.  Primarily,  the 
concerns  will  be  with  sudden, 
unconstrained  releases  of  carbon 
monoxide,  SO2  and  H2S,  with  SO2 
presenting  the  greatest  risk  for  harm  to 


people  offsite.  Exposure  modeling  of 
unmitigated  catastrophic  failure  using 
worst-case  atmospheric  conditions 
indicates  the  following  quantitative 
estimates  of  potential  irreversible 
damage  (e.g.,  permanent  neurological 
damage)  resulting  from  SO2  exposure: 
Mattoon,  estimated  143  people  (based 
on  release  modeling  of  the  FutureGen 
facility  located  in  the  center  of  the 
proposed  site;  the  Riddle  Elementary 
School  was  outside  of  the  perimeter  of 
irreversible  adverse  effects);  Tuscola, 
estimated  115  people;  Jewett,  estimated 
92  people;  and  Odessa,  estimated  12 
people.  While  much  lower  in  terms  of 
estimated  number  of  individuals 
potentially  exposed,  if  there  is  a 
catastrophic  failure  of  certain 
components,  risks  of  life  threatening 
impacts  from  H2S  exposure  could  be  as 
high  as. 10  people  (maximum  number  at 
Mattoon)  offsite.  These  worst-case 
consequence  analyses  were  made 
assuming  no  mitigations  are  used; 
therefore,  these  risks  can  be  reduced 
with  the  appropriate  measures,  such  as 
planning,  design  and  engineering 
controls.  While  the  probability  of 
intentional  acts  like  sabotage  and 
terrorism  cannot  be  easily  predicted,  the 
consequences  could  be  similar  to  the 
accidents  analyzed  in  the  EIS. 

Transport  and  storage  of  aqueous 
ammonia  presents  a  risk  of  harm  over  a 
very  long  distance  downwind,  so  three 
accident  scenarios  were  analyzed  under 
worst-case  conditions  of  spill,  wind, 
and  temperatures.  For  example, 
downwind  distances  for  adverse  effects 
could  exceed  15,500  ft  for  a  tanker  truck 
spill  of  large  surface  area  during  times 
of  very  hot  weather  with  no  wind 
turbulence. 

The  assessment  of  the  risks  associated 
with  CO2  sequestration  revealed  the  fact 
that  the  greatest  risks  are  associated 
with  pipeline  ruptures,  where  the  small 
amount  of  H2S  present  in  the  gas 
contributes  the  greatest  health  hazard. 
Primarily  because  of  differences  in  the 
proximity  of  populations  downwind  of 
the  pipeline  corridors  and  differences  in 
pipeline  length,  the  risks  of  harm  to 
people  differ  among  the  sites.  The  at- 
risk  population  would  be  essentially 
zero  at  Mattoon,  which  would  not  have 
an  off-site  CO2  pipeline,  and  perhaps 
zero  at  Odessa  due  to  the  very  sparse 
population  present  along  the  pipeline 
route.  For  the  pipeline  rupture  scenario, 
up  to  seven  people  could  experience 
adverse  impacts  for  the  Tuscola  site  and 
up  to  52  peopleTor  the  Jewett  site.  The 
chance  of  a  pipeline  rupture  is 
estimated  as  being  less  than  one 
occurrence  in  100  years  (unlikely  to 
extremely  unlikely).  Compared  to 
pipeline  ruptures,  fewer  people  would 
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be  put  at  risk  by  pipeline  punctures, 
wellhead  failures,  slow  upward  leakage 
around  injection  wells  and  slow  upward 
leakage  through  other  existing  wells. 

Slow  leaks  through  the  injection  wells 
or  through  other  wells  are  extremely 
unlikely. 

To  reduce  the  potential  for  adverse 
impacts  to  the  fullest  extent  practicable, 
the  Project  will  be  designed  to  provide 
safe  egress  from  all  confined  areas, 
adequate  ventilation,  fire  protection, 
pressure  relief  to  safe  locations,  and 
real-time  monitoring  with  an  alarm 
system  for  hazardous  chemicals.  Safety 
training  and  evacuation  policies  for 
workers  will  be  instituted  to  address 
accidents.  The  Alliance  will  abide  by 
industry  safety  standards,  best 
management  practices,  and 
Occupational  Safety  and  Health 
Administration  (OSHA)  regulations,  as 
part  of  their  overcirching  “zero 
accidents”  policy  for  the  workplace. 

In  addition,  the  Alliance  shall 
consider  alternate  operating  and  storage 
strategies  that  will  minimize  the  risks 
for  accidental  releases  of  aqueous 
ammonia.  These  strategies  shall 
consider  reduced  ammonia  delivery, 
reduced  on-site  storage,  and  conducting 
transfer  from  the  tanker  truck  to  the 
pipeline  leading  to  the  tank  within  a 
secondary  containment  system.  At  a 
minimum,  frequent  inspections  of  the 
tanker  truck  and  connecting  pipe  valves 
shall  be  required. 

Due  to  the  proximity  of  offsite  people 
to  the  proposed  power  plant  at  all  four 
sites,  additional  mitigation  shall  be 
considered  to  reduce  risk  associated 
with  catastrophic  accidents,  sabotage,  or 
terrorism  at  the  power  plant.  At  the 
chosen  site,  DOE  will  require  that  the 
power  plant’s  higher-risk  components, 
such  as  the  Claus  unit,  be  located  at  the 
maximum  distance  that  is  reasonable 
from  the  populated  areas,  particularly 
the  most  populated  nearhy  area,  given 
various  risk  factors  and  other 
environmental  and  cost  considerations. 

DOE  will  require  that  additional  risk 
studies  concerning  accident  scenarios  at 
the  power  plant  be  performed  as  the 
site-specific  power  plant  design  is 
prepared.  To  the  extent  practicable,  the 
Alliance  shall  use  facility  placement 
and  layout,  design,  and/or  engineering 
controls  to  minimize  or  eliminate  the 
risks  of  irreversible  effects  to  onsite  and 
offsite  people  from  a  release  of  toxic  . 
gases  from  the  power  plant  in  the  event 
of  an  accident  or  act  of  sabotage  or 
terrorism. 

At  all  four  sites,  the  CO2  pipeline  will 
be  designed,  constructed  and  operated 
in  compliance  with  state  and  Federal 
regulations  and  guidance  (e.g.. 
Department  of  Transportation,  Pipeline 


and  Hazardous  Material  Safety 
Administration).  DOE  will  require  that 
additional  studies  concerning  accident 
scenarios  for  the  pipelines  and 
wellheads  be  performed  as  the  site- 
specific  sequestration  facility  design  is 
prepared.  The  CO2  pipeline  shall  he 
designed  with  automatic  emergency 
shut-off  valves  spaced  at  intervals  of  no 
more  than  5-miles  to  reduce  the 
quantity  of  gases  that  could  be  released 
in  the  event  of  a  pipeline  rupture. 
Automatic  shut-off  valves  could  he 
placed  at  closer  intervals  near  populated 
areas  to  further  reduce  the  quantity  of 
gases  that  could  be  released  in  the 
unlikely  event  of  a  pipeline  rupture  or 
prmcture.  DOE  will  require  application 
of  an  automated  system  {e.g.,  a 
Supervisory  Control  and  Data 
Acquisition  system)  for  monitoring 
wellhead  and  pipeline  pressme, 
temperature,  and  flow  rate.  This  system 
shall  be  capable  of  automatically 
alerting  the  operator  of  possible  leaks,  in 
accordance  with  Federal  regulations. 

The  Project’s  Emergency  Response 
Plan  shall  include  a  section  to  address 
ruptures  and  large  punctures  of  the  CO2 
pipeline  and  rapid  releases  of  fluids 
[i.e.,  blowouts)  through  failed  injection 
wells  (or  other  wells)  or  through  other 
routes  from  the  target  reservoir.  The 
plan  shall  outline  sequestration  facility 
shutdown  procedures,  public  notice  and 
protection  procedures,  and  responsible 
persons  that  would  make  decisions.  It 
shall  also  identify  teams  that  would 
respond  to  incidents,  employee 
protection  plans,  contacts  for 
governmental  authorities  (e.g..  Local 
Emergency  Planning  Committee), 
coordination  with  local  authorities 
(including  Memoranda  of 
Understanding),  and  reporting 
requirements. 

Socioeconomics 

Construction  of  the  FutureGen  Project 
could  decrease  values  of  residential 
properties  located  within,  cmd  adjacent 
to,  Ae  proposed  power  plant  site  in 
Mattoon  and  Tuscola,  Illinois. 
Furthermore,  the  facility  would 
adversely  impact  residents  living  nearby 
in  Mattoon  and  Tuscola  through  a 
potentially  unobstructed  view  of  the 
facility  and  increases  in  traffic,  noise, 
and  perhaps  dust  or  vibrations. 

To  the  fullest  extent  practicable  and 
within  the  budgetary  limits  of  the 
Project,  the  Alliance  shall  reduce  the 
potential  impacts  to  adjacent  residences 
with  appropriate  mitigations,  such  as 
enclosing  or  shielding  some  of  the  more 
“industrial”  components  of  the  plant, 
landscaping  around  the  plant  site’s 
perimeter  to  partially  screen  it  from 
nearby  residences  tmd  from  motorists  on 


the  adjacent  roads,  selecting  appropriate 
transmission  towers  to  reduce  the  visual 
profile  of  the  transmission  towers,  and 
lighting  design  (e.g.,  luminaries  with  - 
controlled  candela  distributions, 
shielded  or  hooded  lighting,  and 
directional  lighting)  to  minimize  light 
pollution. 

Environmental  Justice 

Construction  and  operation  of  the 
proposed  facility  are  not  anticipated  to 
have  any  disproportionately  high  and 
adverse  impacts  to  minority  or  low- 
income  populations  in  the  areas  around 
the  four  alternative  power  plant  and 
sequestration  sites. 

Environmentally  Preferred  Alternative 

The  Proposed  Action  is  also  the 
environmentally  preferred  alternative 
because  it  could  encourage  and  hasten 
the  deployment  of  carbon  capture  and 
sequestration  practices  at  power  plants 
across  the  U.S.  and  around  the  world  in 
an  effort  to  reduce  greenhouse  gas 
emissions  that  otherwise  will  occur 
with  the  continued  combustion  of  fossil 
fuels,  especially  coal,  in  power  plants. 
As  a  research  and  development  project, 
the  FutureGen  Project  will  provide  an 
opportunity  to  foster  new  technologies 
that  need  to  be  tested  at  a  commercial 
scale,  or  near  commercial  scale,  if 
carbon  capture  and  sequestration  is  to 
be  successfully  refined  and  rapidly 
deployed.  As  a  test  project,  FutureGen 
will  establish  a  cost  and  design  basis, 
and  support  the  development  of  a 
regulatory  program,  that  will  enable  the 
planning,  design  and  construction  of 
other  FutureGen-like  power  plants  ^at 
will  reduce  greenhouse  gas  emissions 
per  unit  of  energy  produced. 

As  described  in  the  summary  of 
impacts  for  each  affected  resource  area, 
there  are  differences  in  potential 
environmental  impact  among  sites. 
These  differences  do  not  provide  a  clear 
basis  for  discrimination  among  the  sites 
in  terms  of  overall  environmental 
preferability.  The  potential  impacts  for 
some  resource  areas,  such  as  noise  and 
risks  to  public  health  and  seifety  in  the 
unlikely  event  of  a  release  of  toxic  gases 
from  the  plant  site,  are  sensitive  to 
distance  to  members  of  the  public.  Such 
impacts  would  be  greater  at  the  Illinois 
sites.  On  the  other  hand,  the  Texas 
sequestration  sites  have  a  greater 
number  of  existing  wells  that  pose  a 
potential  risk  of  CO2  leakage.  As 
described  in  this  ROD,  DOE  will  require 
mitigation  for  these  and  other  potential 
impacts. 

Comments  Received  on  the  Final  EIS 

DOE  received  one  comment  from  the 
general  public  on  the  Final  EIS.  This 


35184 


Federal  Register  /  Vo  1 .  74,  No.  137 /Monday,  July  20,  2009 /Notices 


comment  stated  that  the  EIS 
insufficiently  responded  to  some 
previous  comments,  especially  in  regard 
to  the  environmental  impacts  caused  hy 
the  mining  and  use  of  coal.  The 
commenter  urged  DOE  to  select  the  No- 
Action  Alternative,  at  least  until  the  EIS 
is  revised  to  more  adequately  address 
coal  mining  and  use.  The  commenter 
further  expressed  the  opinion  that 
taxpayer  money  should  he  directed  to 
projects  on  sustainable  energy 
technologies,  such  as  wind  and  solar 
power. 

Environmental  impacts  associated 
with  coal  mining,  coal  use,  and 
renewable  sources  of  energy  have  not 
been  analyzed  in  detail  in  the  Final  EIS. 
DOE  acknowledges  the  potential 
environmental  impacts  associated  with 
coal  mining  activities  and  coal  use,  as 
well  as  with  renewable  resources. 
However,  DOE  considers  the 
environmental  impacts  associated  with 
coal  mining  to  be  outside  the  scope  of 
the  FutvueGen  Project  EIS,  because  the 
agency’s  decision-making  does  not 
extend  to  any  identified  coal  mines  or 
to  the  techniques  for  mining  coal  that 
will  fuel  the  Project.  The  Presidential 
Initiatives  that  established  the  purpose 
and  need  for  the  FutureGen  Project 
specifically  require  that  this  project 
address  the  issue  of  CO2  capture  and 
sequestration  at  coal-fueled  power 
plants  that  can  produce  electricity  and 
hydrogen  gas.  DOE  has  no  reasonable 
means  in  its  decision-making  role  to 
impose  mitigation  requirements  on  the 
coal  suppliers. 

As  expressed  in  the  “Environmentally 
Preferred  Alternative”  section  of  this 
ROD,  DOE  believes  that  balancing  all 
environmental  and  societal  benefits,  as 
weighed  against  the  Project’s  potential 
harms  and  cumulative  adverse  impacts, 
favors  the  selection  of  the  Proposed 
Action.  DOE  does  administer  and  fund 
other  programs  focused  on  energy 
efficiency  and  sustainable  energy 
sources,  such  as  wind  and  solar. 
Renewable  energy  alternatives  are 
outside  the  scope  of  this  EIS  because  the 
Presidential  Initiatives  expressly 
mandated  the  use  of  coal  as  the  energy 
source  for  this  project.  When  choosing 
programs  and  projects  to  fund  within  its 
discretion,  DOE  adheres  to  its  belief  that 
funding  should  be  allocated  to  a  variety 
of  programs  and  projects  that  represent 
all  promising  energy  sources  (including 
renewable  energy  alternatives)  and 
conservation  measures  that  might  best 
ensure  future  energy  security  for  ovn 
society. 

The  use  of  coal  raises  concerns,  in 
particular,  about  increasing  atmospheric 
concentrations  of  CO2  and  the  resulting 
global  climate  change.  This  topic  was 


covered  briefly  in  the  Draft  EIS; 
however,  additional  information  was 
provided  in  the  Final  EIS  to  more  fully 
address  this  topic.  See  the  revised 
Section  3.3.1,  Cumulative  Impacts  of 
FutureGen  Technology,  in  the  Final  EIS 
regarding  potential  impacts  of 
widespread  deployment  of  carbon 
capture  and  geologic  sequestration. 

The  U.S.  EPA  was  the  only  Federal 
government  agency  to  comment  on  the 
Final  EIS.  Based  on  the  results  of 
additional  site-characterization  and  site- 
specific  design,  EPA  understands  that 
DOE  will  re-examine  the  potential  risks 
as  more  information  becomes  available. 
DOE  has  committed  to  preparing  a 
Supplement  Analysis  to  determine 
whether  a  Supplemental  EIS  would  be 
required  in  accordance  with  10  CFR 
1021.314. 

Furthermore,  EPA’s  comment 
recognized  the  early  nature  of  the  design 
work  and  site  investigations.  DOE 
believes  that  the  existing  conceptual 
design  work  and  site  investigations 
provide  sufficient  basis  for  site 
selection.  EPA  noted  that  DOE  is 
funding  research  for  mitigation 
techniques  to  address  the  displacement 
of  native  fluids  by  the  injected  carbon 
dioxide.  The  DOE  Carbon  Sequestration 
Program  encompasses  research  on  this 
topic.  Based  on  its  review  of  the  Final 
EIS,  EPA  did  not  object  to 
implementation  of  the  Proposed  Action. 

The  Texas  Historical  Commission 
submitted  a  copy  of  DOE’s  distribution 
letter  for  the  Final  EIS  with  a  stamp  and 
signature  of  concurrence  by  the  State 
Historic  Preservation  Officer. 

Decision 

After  careful  consideration  of  the 
proposed  project’s  potential 
environmental  impacts  at  each  of  the 
four  alternative  sites,  along  with 
consideration  of  program  goals  and 
objectives  in  accordance  with  its 
obligations  under  the  National 
Environmental  Policy  Act,  and  subject 
to  future  technical,  cost,  business  and 
environmental  decision  points,  DOE  has 
decided  to  provide  financial  assistance 
to  the  FutureGen  Industrial  Alliance, 

Inc.  to  implement  the  FutureGen 
Project.  DOE  reached  an  agreement  with 
the  Alliance  to  complete  a  preliminary 
design,  a  revised  cost  estimate  and  a 
funding  plan  pursuant  to  a  new  eight  to 
ten  month  limited-scope  cooperative 
agreement.  Prior  to  the  expiration  of  this 
cooperative  agreement,  DOE  and  the 
Alliance  will  make  a  mutual  decision  on 
whether  to  move  forward  into  the 
subsequent  phases.  If  DOE  gnd  the 
Alliance  mutually  decide  to  go  forward, 
Federal  financial  assistance  for  the 
subsequent  phases  (/.e.,  detailed  design, 


construction  and  operations)  would 
occur  under  the  terms  of  a  new  full- 
scope  cooperative  agreement  to  be 
negotiated  sometime  during  early  2010. 

Based  on  the  information  presented  in 
the  EIS,  DOE  finds  all  four  alternative 
sites  to  be  acceptable  provided  the 
Alliance  implements  the  mitigation 
measures  described  in  this  ROD,  best 
management  practices  common  to  the 
industry,  and  reasonable  pollution 
prevention,  recycling,  and  reuse 
measures.  DOE  has  considered  potential 
mitigation  opportunities  for  each  of  the 
four  sites  in  the  EIS  and  during 
development  of  this  ROD.  The 
cooperative  agreement  in  effect  during 
2007  gave  the  Alliance  the  right  to  select 
the  site  after  DOE  issued  a  ROD.  The 
Alliance  announced  their  preference  for 
the  Mattoon  site  in  December  2007.  DOE 
acknowledges  that  the  Alliance  intends 
to  formally  select  Mattoon  after  the 
issuance  of  this  ROD.  DOE  will  prepare 
a  Mitigation  Action  Plan,  as  required  by 
regulation  10  CFR  Part  1021.331  to 
address  the  mitigations  specified  in  this 
ROD  as  applied  to  the  selected  site. 

In  compliance  with  floodplain  and 
wetland  environmental  review 
requirements  (10  CFR  Part  1022, 
Executive  Order  11988,  Executive  Order 
11990),  the  FutureGen  Project  EIS 
contains  the  floodplain  and  wetland 
assessments  along  with  the  floodplain 
statement  of  findings.  The  NEPA 
process  fulfilled  the  requirements  for 
public  notice  and  review  opportunities. 
A  brief  statement  of  steps  to  be  taken  by 
the  Alliance  to  minimize  potential  harm 
to  or  within  the  floodplains  and 
wetlands  has  been  included  in  this 
ROD. 

DOE’s  decision  was  made  after  careful 
review  of  the  potential  environmental 
impacts  presented  in  the  EIS  and 
incorporates  all  practicable  means  to 
avoid  or  minimize  environmental  harm. 
Based  on  mutual  agreement  between 
DOE  and  the  Alliance,  the  Alliance  will 
conduct  further  characterization  studies 
of  the  selected  site  (Mattoon)  to  confirm 
the  acceptability  of  the  site  and  to  gather 
additional  information  that  will  support 
the  site-specific  design.  Based  on  the 
results  of  this  site  characterization  effort 
and  site-specific  preliminary  design  to 
be  produced  by  the  Alliance,  DOE  will 
complete  a  Supplement  Analysis 
pursuant  to  DOE’s  NEPA  regulations  to 
determine  whether  a  Supplemental  EIS 
must  be  prepared  (10  CFR  Part 
1021.314).  If  DOE  subsequently  prepares 
a  Supplemental  EIS,  DOE  may  issue  a 
ROD  at  the  conclusion  of  that  process. 
Both  the  Supplement  Analysis 
determination  and  a  Supplemental  ROD 
may  contain  mitigation  requirements 
that  supplement  or  change  the 
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requirements  presented  in  this  ROD  and 
shall  be  binding  on  the  Alliance,  as  if 
they  were  included  in  this  ROD. 

Through  this  process  of  future  site 
characterization  and  NEPA  activities, 
DOE  will  reconsider  the  potential 
environmental  impacts  analyzed  in  this 
EIS  and  may  require  the  Alliance  to 
implement  the  avoidance  and  mitigation 
measures  required  by  a  Supplement 
Analysis  determination  or 
Supplemental  ROD  as  a  condition  to 
continued  financial  assistance. 

Issued  in  Washington,  DC,  on  this  14th  day 
of  July  2009. 

Victor  K.  Der, 

Acting  Assistant  Secretary,  Office  of  Fossil 
Energy. 

[FR  Doc.  E9-17156  Filed  7-17-09;  8:45  am] 
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DEPARTMENT  OF  ENERGY 

Notice  of  Solicitation  of  Nominations 
for  Appointment  as  a  Member  of  the 
Biomass  Research  and  Development 
Technical  Advisory  Committee 

AGENCY:  Department  of  Energy. 
action:  Notice. 

SUMMARY:  In  accordance  with  the 
Federal  Advisory  Committee  Act,  5 
U.S.C.  App.  2,  the  U.S.  Department  of 
Energy  is  soliciting  nominations  for 
candidates  to  fill  vacancies  on  the 
Biomass  Research  and  Development 
Technical  Advisory  Committee. 

DATES:  Deadline  for  Technical  Advisory 
Committee  member  nominations  is 
August  20,  2009. 

ADDRESSES:  The  nominee’s  name, 
resume,  biography,  and  any  letters  of 
support  must  be  submitted  via  one  of 
the  following  methods: 

1.  E-mail  to  laura.neal@ee.doe.gov  or 
th  eibel@bcs-hq.com . 

2.  Facsimile  to  202-586-1640,  Attn: 
Laura  Neal. 

3.  Overnight  delivery  service  to  the 
Designated  Federal  Official  for  the 
Committee,  Office  of  Energy  Efficiency 
and  Renewable  Energy,  U.S.  Department 
of  Energy,  Mail  Stop  EE-2E,  1000 
Independence  Avenue,  SW., 
Washington,  DC  20585. 

FOR  FURTHER  INFORMATION  CONTACT: 
Laura  Neal,  Designated  Federal  Official 
for  the  Committee,  Office  of  Energy 
Efficiency  and  Renewable  Energy,  U.S. 
Department  of  Energy,  1000 
Independence  Avenue,  SW., 
Washington,  DC  20585;  (202)  586-0937; 
E-mail:  laura.neal@ee.doe.gov  or  T.J. 
Heibel  at  (410)  997-7778  ext.  223;  E- 
mail:  theibel@bcs-hq.com. 
SUPPLEMENTARY  INFORMATION:  The 
Biomass  Research  and  Development  Act 


of  2000  (Biomass  Act)  [Pub.  L.  106-224] 
requires  cooperation  and  coordination 
in  biomass  research  and  development 
(R&D)  between  the  U.S.  Department  of 
Agriculture  (USDA)  and  U.S. 

Department  of  Energy  (DOE).  The 
Biomass  Act  was  repealed  in  June  2008 
by  Section  9001  of  the  Food, 
Conservation  and  Energy  Act  of  2008 
(FCEA)  [Pub.  L.  110-246, 122  Stat.  1651, 
enacted  June  18,  2008,  H.R.  6124]. 

FCEA  Section  9008(d)  establishes  the 
Biomass  Research  and  Development 
Technical  Advisory  Committee 
(Committee)  and  lays  forth  its  meetings, 
coordination,  duties,  terms  and 
membership  types.  The  Committee  must 
meet  quarterly  and  should  not  duplicate 
the  efforts  of  other  Federal  advisory 
committees.  The  Committee  advises  the 
DOE  and  USDA  points  of  contact  with 
respect  to  the  Biomass  R&D  Initiative 
(Initiative)  and  also  makes  written 
recommendations  to  the  Biomass  R&D 
Board  (Board).  Those  recommendations 
regard  whether:  (A)  Initiative  funds  are 
distributed  and  used  consistent  with 
Initiative  objectives:  (B)  solicitations  are 
open  and  competitive  with  awards 
made  annually:  (C)  objectives  and 
evaluation  criteria  of  the  solicitations 
are  clear;  and  (D)  the  points  of  contact 
are  funding  proposals  selected  on  the 
basis  of  merit,  as  determined  by  an 
independent  panel  of  qualified  peers. 

The  Committee  members  must 
include:  (A)  An  individual  affiliated 
with  the  biofuels  industry;  (B)  an 
individual  affiliated  with  the  biobased 
industrial  and  commercial  products 
industry;  (C)  an  individual  affiliated 
with  an  institution  of  higher  education 
who  has  expertise  in  biofuels  and 
biobased  products:  (D)  2  prominent 
engineers  or  scientists  from  government 
or  academia  who  have  expertise  in 
biofuels  and  biobased  products:  (E)  an 
individual  affiliated  with  a  commodity 
trade  association:  (F)  2  individuals 
affiliated  with  environmental  or 
conservation  organizations;  (G)  an 
individual  associated  with  State 
government  who  has  expertise  in 
biofuels  and  biobased  products;  (H)  an 
individual  with  expertise  in  energy  and 
environmental  analysis;  (I)  an 
individual  with  expertise  in  the 
economics  of  biofuels  and  biobased 
products;  (J)  an  individual  with 
expertise  in  agricultural  economics;  (K) 
an  individual  with  expertise  in  plant 
biology  and  biomass  feedstock 
development;  (L)  an  individual  with 
expertise  in  agronomy,  crop  science,  or 
soil  science;  and  (M)  at  the  option  of  the 
points  of  contact,  other  members  (REF: 
FCEA  2008  Section  9008(d)(2)(A).  All 
nominees  will  be  carefully  reviewed  for 
their  expertise,  leadership,  and 


relevance  to  an  expertise.  Appointments 
will  be  made  for  three-year  terms  as 
dictated  by  the  legislation. 

Nominations  are  being  solicited  from 
organizations,  associations,  societies, 
councils,  federations,  groups, 
universities  and  companies  that 
represent  a  wide  variety  of  biomass 
research  and  development  interests 
throughout  the  country.  Nominations 
for  one  individual  who  fits  several  of 
the  categories  listed  above  or  for  more 
than  one  person  who  fits  one  category 
will  be  accepted.  In  your  nomination 
letter,  please  indicate  the  specific 
membership  category  for  each  nominee. 
Each  nominee  must  submit  their  resume 
and  biography  along  with  any  letters  of 
support  by  the  deadline  above.  All 
nominees  will  be  vetted  before 
selection. 

Nominations  are  open  to  all 
individuals  without  regard  to  race, 
color,  religion,  sex,  national  origin,  age, 
mental  or  physical  handicap,  marital 
status,  or  sexual  orientation.  To  ensure 
that  recommendations  of  the  Technical 
Advisory  Committee  take  into  account 
the  needs  of  the  diverse  groups  served 
by  the  Department,  membership  shall 
include,  to  the  extent  practicable, 
individuals  with  demonstrated  ability  to 
represent  minorities,  women,  and 
persons  with  disabilities. 

Appointments  to  the  Biomass 
Research  and  Development  Technical 
Advisory  Committee  will  be  made  by 
the  Secretary  of  Energy  and  the 
Secretary  of  Agriculture. 

Issued  at  Washington,  DC  on  July  14,  2009. 
Rachel  Samuel. 

Deputy  Committee  Management  Officer. 

[FR  Doc.  E9-17161  Filed  7-17-09;  8:45  am] 
BILLING  CODE  64SO-01-P 


EXPORT-IMPORT  BANK  OF  THE  U.S. 

[Public  Notice  1 22] 

Agency  Information  Collection 
Activities:  Final  Collection;  Comment 
Request 

agency:  Export-Import  Bank  of  the  U.S. 
ACTION:  Submission  for  OMB  review  and 
comments  request. 

Form  Title:  Application  for  Exprorter 
Short  Term  Single  Buyer  Insurance 
SUMMARY:  The  Export-Import  Bank  of 
the  United  States  (Ex-Im  Bank),  as  a  part 
of  its  continuing  effort  to  reduce 
paperwork  and  respondent  burden, 
invites  the  general  public  and  other 
Federal  Agencies  to  comment  on  the 
proposed  information  collection,  as 
required  by  the  Paperwork  Reduction 
Act  of  1995.  Our  customers  will  be  able 
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to  submit  this  form  on  paper  or 
electronically.  The  form  has  been 
updated  in  order  to  standardize  the 
outline  of  this  application  to  those  used 
for  medium-term  insurance  and 
guarantees  and  financial  institution 
short-term  single  sale  insurance.  The 
application  also  more  explicitly  states 
the  financial  information  that  is 
required  to  be  submitted  with  the 
application.  This  form  mirrors  the  on¬ 
line  version  of  the  application  that  Ex- 
Im  Bank  is  developing. 

DATES:  Comments  should  be  received  on 
or  before  August  19,  2009  to  be  assured 
of  consideration. 

ADDRESSES:  Direct  all  comments  to 
Office  of  Management  and  Budget, 

Office  of  Information  and  Regulatory 
Affairs,  725  17th  Street,  NW., 
Washington,  DC  20038,  OMB  Number 
3048-0018. 

SUPPLEMENTARY  INFORMATION: 

Titles  and  Form  Number:  EIB  92-64 
Application  for  Exporter  Short  Term 
Single  Buyer  Insurance. 

OMB  Number:  3048-0018. 

Type  of  Review:  Regular. 

Need  and  Use:  The  information 
requested  enables  the  application  to 
provide  Ex-Im  Bank  with  the 
information  necessary  to  obtain 
legislatively  required  assurance  of 
repayment  and  fulfills  other  statutory 
requirements. 

Affected  Public:  This  form  affects 
entities  involved  in  the  export  of  U.S. 
goods  and  services. 

Annual  Number  of  Respondents:  310. 
Estimated  Tim^  per  Respondent:  6 
hours. 

Government  Annual  Burden  Hours: 
1,860. 

Frequency  of  Reporting  or  Use:  As 
needed — each  time  an  exporter  seeks  to 
obtain  Ex-Im  Bank  short  term  insurance 
for  a  single-buyer  export  sale. 

Sharon  A.  Whitt, 

Agency  Clearance  Officer. 

[FR  Doc.  E9-17165  Filed  7-17-09;  8:45  am] 
BILLING  CODE  6690-01-P 

EXPORT-IMPORT  BANK  OF  THE  U.S. 

[Public  Notice  123] 

Agency  Information  Collection 
Activities:  Finai  Collection;  Comment 
Request 

agency:  Export-Import  Bemk  of  the  U.S. 
ACTION:  Submission  for  OMB  review  and 
comments  request. 

Form  Title;  Application  for  Financial 
Institution  Short  Term  Single  Buyer 
Insurance. 


SUMMARY:  The  Export-Import  Bank  of 
the  United  States  (Ex-Im  Bank),  as  a  part 
of  its  continuing  effort  to  reduce 
paperwork  and  respondent  burden, 
invites  the  general  public  and  other 
Federal  Agencies  to  comment  on  the 
proposed  information  collection,  as 
required  by  the  Paperwork  Reduction 
Act  of  1995.  Our  customers  will  be  able 
to  submit  this  form  on  paper  or 
electronically.  Legal  certifications  for 
this  form  have  been  updated. 

DATES:  Comments  should  be  received  on 
or  before  August  19,  2009  to  be  assured 
of  consideration. 

ADDRESSES:  Direct  all  comments  to 
Office  of  Management  and  Budget, 
Office  of  Information  and  Regulatory 
Affairs,  725  17th  Street,  NW., 
Washington,  DC  20038,  OMB  Number 
3048-0016. 

SUPPLEMENTARY  INFORMATION: 

Titles  and  Form  Number:  EIB  92-41 
Application  for  Financial  Institution 
short  Term  Single  Buyer  Insurance. 

OMB  Number:  3048-0019. 

Type  of  Review:  Regular. 

Need  and  Use:  The  information 
requested  enables  the  financial 
institution  applicant  to  provide  Ex-Im 
Bank  with  the  information  necessary  to 
obtain  legislatively  required  assurance 
of  repayment  and  fulfills  other  statutory 
requirements. 

Affected  Public:  This  form  affects 
entities  involved  in  the  export  of  U.S. 
goods  and  services. 

Annual  Number  of  Respondents:  300. 

Estimated  Time  per  Respondent:  6 
hours. 

Government  Annual  Burden  Hours: 
1,800. 

Frequency  of  Reporting  or  Use:  as 
needed — each  time  a  financial 
institution  seeks  to  Obtain  Ex-Im  Bank 
short  term  insurance  for  a  single-buyer 
export  sale. 

Sharon  A.  Whitt, 

Agency  Clearance  Officer. 

[FR  Doc.  E9-17166  Filed  7-17-09;  8:45  am] 
BILLING  CODE  6690-01-P 


EXPORT-IMPORT  BANK  OF  THE  U.S. 

[Public  Notice  120] 

Agency  Information  Collection 
Activities:  Final  Collection;  Comment 
Request 

AGENCY:  Export-Import  Bank  of  the  U.S. 
ACTION:  Submission  for  OMB  review  and 
comments  request. 

Form  Title:  Report  of  Premiums 
Payable  for  Exporters  Only,  EIB  92-29. 
SUMMARY:  The  Export-Import  Bank  of 
the  United  States  (Ex-Im  Bank),  as  a  part 


of  its  continuing  effort  to  reduce  * 
paperwork  and  respondent  burden, 
invites  the  general  public  and  other 
Federal  Agencies  to  comment  on  the 
proposed  information  collection,  as 
required  by  the  Paperwork  Reduction 
Act  of  1995. 

This  form  will  be  used  by  exporters  to 
report  and  pay  premiums  on  insured 
shipments  to  various  foreign  buyers. 

Our  customers  will  be  able  to  submit 
this  form  on  paper  or  electronically. 
DATES:  Comments  should  be  received  on 
or  before  August  19,  2009  to  be  assured 
of  consideration. 

ADDRESSES:  Direct  all  comments  to 
Office  of  Management  and  Budget, 
Office  of  Information  and  Regulatory 
Affairs,  725  17th  Street,  NW,, 
Washington,  DC  20038,  OMB  Number 
3048-0017. 

SUPPLEMENTARY  INFORMATION: 

Titles  and  Form  Number:  EIB  92-29. 
Report  of  Premiums  Payable  for 
Exporters  Only. 

OMB  Number:  3048-0017. 

Type  of  Review:  Regular. 

Need  and  Use:  The  information 
requested  enables  the  application  to 
provide  Ex-Im  Bank  with  the 
information  necessary  to  record 
customer  utilization  and  manage 
proposed  insurance  liability  related  to 
risk  premiums  received. 

Affected  Public:  This  form  affects 
entities  involved  in  the  export  of  U.S. 
goods  and  services. 

Annual  Number  of  Respondents: 

I, 850. 

Estimated  Time  per  Respondent:  30 
minutes. 

Government  Annual  Burden  Hours: 

II, 100. 

Frequency  of  Reporting  or  Use: 
Monthly. 

Sharon  A.  Whitt, 

Agency  Clearance  Officer. 

[FR  Doc.  E9-17174  Filed  7-17-09;  8:45  am] 
BILLING  CODE  6690-01 -P 


EXPORT-IMPORT  BANK  OF  THE  U.S. 

[Public  Notice  121] 

Agency  Information  Collection 
Activities:  Finai  Collection;  Comment 
Request 

AGENCY:  Export-Import  Bank  of  the  U.S. 
ACTION:  Submission  for  OMB  review  and 
comments  request. 

Form  Title:  Application  for  Special 
Buyer  Credit  Limit  (SBCL)  Under  Multi- 
Buyer  Export  credit  Insurance  Policies, 
EIB  92-51. 

SUMMARY:  The  Export-Import  Bank  of 
the  United  States  (Ex-Im  Bank),  as  a  part 
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of  its  continuing  effort  to  reduce 
paperwork  and  respondent  burden, 
invites  the  general  public  and  other 
Federal  Agencies  to  comment  on  the 
proposed  information  collection,  as 
required  by  the  Paperwork  Reduction 
Act  of  1995.  This  form  will  be  used  by 
customers  who  originally  applied  for  a 
multi-buyer  policy  using  EIB  92-50.  Our 
customers  will  be  able  to  submit  this 
form  on  paper  or  electronically. 

DATES:  Comments  should  be  received  on 
or  before  August  19,  2009  to  be  assured 
of  consideration. 

ADDRESSES:  Direct  all  comments  to 
Office  of  Management  and  Budget, 
Office  of  Information  and  Regulatory 
Affairs,  725  17th  Street,  NW., 
Washington,  DC  20038,  OMB  Number 
3048-0015. 

SUPPLEMENTARY  INFORMATION: 

Titles  and  Form  Number:  EIB  92-51. 
Application  for  Special  Buyer  Credit 
Limit  (SBCL)  Under  Multi-Buyer  Export 
credit  Insurance  Policies. 

OMB  Number:  3048-0015. 

Type  of  Review:  Regular. 

Need  and  Use:  The  information 
requested  enables  the  application  to 
provide  Ex-Im  Bank  with  the 
information  necessary  to  obtain 
legislatively  required  assurance  of 
repayment  and  fulfills  other  statutory 
requirements. 

Affected  Public:  This  form  affects 
entities  involved  in  the  export  of  U.S. 
goods  and  services. 

Annual  Number  of  Respondents: 
1,778. 

Estimated  Time  per  Respondent:  30 
minutes. 

Government  Annual  Burden  Hours: 
889. 

Frequency  of  Reporting  or  Use:  2-3 
times  a  per  year. 

Sharon  A.  Whitt, 

Agency  Clearance  Officer. 

[FR  Doc.  E9-17173  Filed  7-17-09;  8:45  am] 
BILLING  CODE  6690-01-P 


FEDERAL  COMMUNICATIONS 
COMMISSION 

Notice  of  Public  Information 
Coilection(s)  Being  Reviewed  by  the 
Federai  Communications  Commission 
Under  Deiegated  Authority,  Comments 
Requested 

July  13,  2009. 

SUMMARY:  The  Federal  Communications 
Commission,  as  part  of  its  continuing 
effort  to  reduce  paperwork  burden 
invites- the  general  public  and  other 
Federal  agencies  to  take  this 
opportunity  to  comment  on  the 
following  information  collection(s),  as 


required  by  the  Paperwork  Reduction 
Act  (PRA)  of  1995,  44  U.S.C.  3501-3520. 
An  agency  may  not  conduct  or  sponsor 
a  collection  of  information  unless  it 
displays  a  currently  valid  control 
number.  No  person  shall  be  subject  to 
any  penalty  for  failing  to  comply  with 
a  cpllection  of  information  subject  to  the 
Paperwork  Reduction  Act  (PRA)  that 
does  not  display  a  valid  control  number. 
Comments  are  requested  concerning  (a) 
Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
Commission,  including  whether  the 
information  shall  have  practical  utility: 
(b)  the  accuracy  of  the  Commission’s 
burden  estimate;  (c)  ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
information  collected;  and  (d)  ways  to 
minimize  the  burden  of  the  collection  of 
information  on  the  respondents, 
including  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology. 

DATES:  Written  Paperwork  Reduction 
Act  (PRA)  comments  should  be 
submitted  on  or  before  September  18, 
2009.  If  you  anticipate  that  you  will  be 
submitting  PRA  comments,  but  find  it 
difficult  to  do  so  within  the  period  of 
time  allowed  by  this  notice,  you  should 
advise  the  FCC  contact  listed  below  as 
soon  as  possible. 

ADDRESSES:  Direct  all  PRA  comments  to 
Nicholas  A.  Fraser,  Office  of 
Management  and  Budget,  via  fax  at  202- 
395-5167  or  via  Internet  at 
Nicholas_A._Fraser@omb.eop.gov  and 
to  fudith-B.Herman@fcc.gov,  Federal 
Communications  Commission,  or  an  e- 
mail  to  PRA@fcc.gov. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
additional  information,  contact  Judith  B. 
Herman  at  202-418-0214  or  via  the 
Internet  at  Judith-B.Herman@fcc.gov. 
SUPPLEMENTARY  INFORMATION:  OMB 
Control  Number:  3060-0600. 

Title:  Application  to  Participate  in  a 
FCC  Auction. 

Form  No.:  FCC  Form  175. 

Type  of  Review:  Extension  of  a 
currently  approved  collection. 

Respondents:  Business  or  other  for- 
profit;  not-for-profit  institutions:  and 
State,  local  or  tribal  government. 

Number  of  Respondents:  500 
respondents;  500  responses. 

Estimated  Time  per  Response:  1.5 
hours. 

Frequency  of  Response:  On  occasion 
reporting  requirement. 

Obligation  to  Respond:  Required  to 
obtain  or  retain  benefits.  Statutory 
authority  for  this  information  collection 
is  contained  in  47  U.S.C.  sections  154(i) 
and  309(j). 

Total  Annual  Burden:  750  hours. 


Total  Annual  Cost:  N/A. 

Privacy  Act  Impact  Assessment:  N/A. 

Needs  and  Uses:  The  Commission 
will  submit  this  information  collection 
to  the  Office  of  Management  and  Budget 
(OMB)  after  this  60  day  comment  period 
in  order  to  obtain  the  full  three  year 
clearance  from  them.  The  Commission 
is  requesting  an  extension  (no  change  in 
the  reporting  requirements).  The 
Commission  is  reporting  a  15  hour 
burden  reduction  adjustment  which  is 
due  to  60  fewer  applicants  filing  a  one¬ 
time  certification  which  was  approved 
by  the  OMB  in  2006. 

The  FCC  Form  175  is  used  to 
participate  in  a  competitive  bidding 
(auction),  or  for  a  license,  authorization, 
assignment  or  transfer  of  control.  The 
applicant  shall  follow  the  ownership 
disclosure  requirements  in  47  CFR 
sections  1.2105, 1.2110  and  1.2112  of 
the  Commission’s  rules. 

The  Commission  needs  to  use  the 
information  collected  on  the  FCC  Form 
175  to  determine  whether  applicants  are 
legally,  technically,  and  financially 
qualified  to  participate  in  Commission 
auctions  for  licenses  or  permits.  In 
addition,  if  an  applicant  applies  for 
status  as  a  particular  type  of  auction 
participant  pursuant  to  Commission 
rules,  the  Commission  uses  the 
information  to  determine  whether  the 
applicant  is  eligible  for  tbe  status 
requested.  The  Commission’s  auctions, 
including  the  collection  of  information 
to  determine  applicants’  qualifications 
to  participate  pursuant  to  Commission 
rules  and  requirements,  are  designed  to 
limit  the  competitive  bidding  to 
qualified  applicants;  to  deter  possible 
abuse  of  the  bidding  and  licensing 
process;  and  to  enhance  the  use  of 
competitive  bidding  to  assign 
Commission  licenses  and  permits  in 
furtherance  of  the  public  interest. 
Federal  Communications  Commission. 
Marlene  H.  Dortch, 

Secretary. 

[FR  Doc.  E9-17189  Filed  7-17-09;  8:45  am] 
BILLING  CODE  6712-01-P 


FEDERAL  DEPOSIT  INSURANCE 
CORPORATION 

Agency  Information  Collection 
Activities:  Submission  for  OMB 
Review;  Comment  Request  (3064- 
0072) 

agency:  Federal  Deposit  Insurance 
Corporation  (FDIC). 

ACTION:  Notice  of  information  collection 
to  be  submitted  to  OMB  for  review  and 
approval  under  the  Paperwork 
Reduction  Act. 
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summary:  In  accordance  with 
requirements  of  the  Paperwork 
Reduction  Act  of  1995  (“PRA”),  44 
U.S.C.  3501  et  seq.,  the  FDIC  may  not 
conduct  or  sponsor,  and  the  respondent 
is  not  required  to  respond  to,  an 
information  collection  unless  it  displays 
a  currently  valid  Office  of  Management 
and  Budget  (OMB)  control  number.  The 
FDIC,  as  part  of  its  continuing  effort  to 
reduce  paperwork  and  respondent 
burden,  invites  the  general  public  and 
other  Federal  agencies  to  take  this 
opportunity  to  comment  on  the  revision 
of  an  existing  information  collection,  as 
required  by  the  PRA.  On  May  13,  2009 
(74  FR  22547),  the  FDIC  solicited  public 
comment  for  a  60-day  period  on 
revisions  to  three  forms  included  in  its 
“Acquisition  Services  Information 
Requirements”  information  collection. 
No  comments  were  received.  Therefore, 
the  FDIC  hereby  gives  notice  of  its 
submission  of  the  revisions  to  OMB  for 
review. 

OATES:  Comments  must  be  submitted  on 
or  before  August  19,  2009. 

'addresses:  Interested  parties  are 
invited  to  submit  written  comments.  All 
comments  should  refer  to  the  name  of 


the  collection.  Comments,  may  be 
submitted  by  any  of  the  following 
methods: 

•  http://www.FDIC.gov/reguIations/ 
la  ws/ federal/ notices.html. 

•  E-mail:  comments@fdic.gov. 

•  Mail:  Leneta  G.  Gregorie 
(202.898.3719),  Counsel,  Federal 
Deposit  Insurance  Corporation,  550  17th 
Street,  NW.,  Washington,  DC  20429. 

•  Hand  Delivery:  Comments  may  be 
hand-delivered  to  the  guard  station  at 
the  rear  of  the  550  17th  Street  Building 
(located  on  F  Street),  on  business  days 
between  7  a.m.  and  5  p.m. 

A  copy  of  the  comments  may  also  be 
submitted  to  the  FDIC  Desk  Officer, 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  New  Executive  Office  Building, 
Room  10235,  Washington,  DC  20503. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
further  information  about  the  revisions 
discussed  in  this  notice,  please  contact 
Leneta  G.  Gregorie,  by  telephone,  at 
(202)  898-3719,  or  by  mail  at  the 
address  identified  above.  In  addition, 
copies  of  the  proposed  new  Forms  3700/ 
4A,  3700/12,  and  3700/44  can  be 
obtained  at  the  FDIC’s  Web  site 


[h  Up ://  www.fdic.gov/regulations/Iaws/ 
federal/). 

SUPPLEMENTARY  INFORMATION: 

The  FDIC  is  submitting  for  OMB 
review  minor  revisions  to  three  of  the 
forms  used  in  support  of  its  contracting 
and  leasing  activities.  These  revisions 
are  generally  intended  to  simplify  the 
information  collection  and  maintain 
consistency  vdth  recent  changes  to 
related  Federal  regulations. 

Title:  Acquisition  Ser\dces 
Information  Requirements. 

Forms  Currently  In  Use 

FDIC  Background  Investigation 
Questionnaire  for  Contractor 
Personnel  &  Subcontractors,  Form 
1600/04. 

FDIC  Background  Investigation 
Questionnaire  for  Contractors,  Form 
1600/07. 

FDIC  Past  Performance  Questionnaire, 
Form  3700/57. 

FDIC  Contractor  Representation  and 
Certifications,  Form  3700/04A. 
Integrity  and  Fitness  Representations 
and  Certifications,  Form  3700/12. 
Leasing  Representations  and 
Certifications  Form  3700/44. 


Estimated  Number  of  Respondents  and  Burden  Hours 


FDIC  document 


Background  Investigation  Questionnaire  Management  (1600/04)  .. 
Background  Investigation  Questionnaire  Contractors  (1600/07)  .... 

Contractor  Representation  and  Certifications  (3700/04A)  . 

Integrity  and  Fitness  Representations  and  Certifications  (3700/12) 

Leasing  Representations  and  Certifications  (3700/44)  . 

FDIC  Past  Performance  Questionnaire . 

Total . 


Hours 

1  per  unit 

Number  of 
respondents  I 

Burden 

hours 

.33 

- r“ 

4,000  1 

1,320 

.50 

200  i 

'100 

.50 

360 

180 

.33 

360  j 

119 

1.0 

35  ! 

35 

_ 

.75 

1,080  1 

810 

6,035 

2,564 

General  Description  of  Collection:  The 
collection  im^olves  the  submission  of 
information  on  various  forms  by 
contractors  who  wish  to  do  business, 
have  done  business,  or  are  currently 
under  contract  with  the  FDIC.  The 
information  is  used  to:  Ensure 
compliance  with  established  contractor 
ethics  regulations  (12  CFR  Part  366); 
obtain  information  on  a  contractor’s  past 
performance  for  proposal  evaluation 
purposes;  review  a  potential  lessor’s 
fitness  and  integrity  prior  to  entering 
into  a  lease  transaction;  and  perform 
background  investigations  on 
contractors  and  contractor  personnel. 

Current  Action:  The  FDIC  is 
proposing  to  modify  three  of  the  forms 
in  the  Acquisition  Services  Information 
Requirements  collection:  Contractor 
Representations  and  Certifications, 

Form  3700/4A;  Integrity  and  Fitness 
Representations,  Form  3700/12;  and 


Leasing  Representations  and 
Certifications,  Form  3700/44. 
Specifically,  in  Form  3700/4A, 
Contractor  Representations  and 
Certifications,  the  FDIC  is  proposing 
elimination  of  the  “Duplication  of  Cost” 
representation  as  unnecessary;  removal 
of  the  “Clean  Air  and  Water 
Certification”  based  on  its  removal  from 
the  Federal  Acquisition  Regulation 
(FAR)  in  response  to  a  recommendation 
by  the  Environmental  Protection 
Agency;  modification  of  the  “Small 
Disadvantaged  Business  (SDB)  Concern 
Certification”  to  reflect  the  Small 
Business  Administration’s  recent 
announcement  that  it  will  discpntinue 
SDB  certifications;  modification,  of  the 
“Equal  Opportunity  Certification”  and 
the  “Certification  and  Disclosure 
Regarding  Payments  to  Influence 
Certain  Federal  Transactions”  to  mirror 
related  FAR  provisions;  and  substitution 


of  an  offeror’s  Data  Universal 
Numbering  System  (DUNS)  number  for 
the  previously  requested  Tax 
Identification  Number  (TIN)  in  the 
“Signature”  section  of  the  form.  In  Form 
3700/12,  Integrity  and  Fitness 
Representations,  the  FDIC  proposes  to 
insert  a  sentence  in  the  preamble 
referencing  FDIC  regulations  on 
Minimum  Standards  of  Integrity  and 
Fitness  For  An  FDIC  Contractor  at  12 
CFR  Part  366;  add  a  “Retention  of 
Information”  paragraph  in  Section  III, 
instructing  contractors  on  the  retention 
period  for  records;  and  substitute  a 
contractor’s  DUNS  number  for  the 
previously  requested  TIN  in  the 
“Signature”  section  of  the  form.  Finally, 
in  Form  3700/44,  Leasing 
Representations  and  Certifications,  the 
FDIC  proposes  to  clarify  and  highlight 
the  various  certifications  currently 
covered  under  the  general  heading 
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“Environmental  Condition”  by 
reclassifying  them  as  certifications 
related  to  “Asbestos-Containing 
Materials,”  “Water  Quality,”  “Indoor 
Air  Quality,”  and  “Hazardous 
Substances.”  The  FDIC  does  not 
anticipate  that  any  of  these  changes  will 
impact  its  current  burden  estimates. 

Request  for  Comment 

Comments  are  invited  on:  (a)  Whether 
these  collections  of  information  are 
necessary  for  the  proper  performance  of 
the  FDIC’s  functions,  including  whether 
the  information  has  practical  utility;  (b) 
the  accuracy  of  the  estimate  of  the 
burden  of  the  information  collection, 
including  the  validity  of  the 
methodology  and  assumptions  used;  (c) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (d)  ways  to  minimize  the 
burden  of  the  information  collection  on 
respondents,  including  through  the  use 
of  automated  collection  techniques  or 
other  forms  of  information  technology. 
All  comments  will  become  a  matter  of 
public  record. 

Dated  at  Washington,  DC,  this  15th  day  of 
July  2009. 

Federal  Eieposit  Insurance  Corporation. 
Robert  E.  Feldman, 

Executive  Secretary. 

[FR  Doc.  E9-17148  Filed  7-17-09;  8:45  am) 
BILLING  CODE  671 4-01 -P 


FEDERAL  ELECTION  COMMISSION 

[Notice  2009-15] 

Filing  Dates  for  the  California  Special 
Election  in  the  10th  Congressional 
District 

AGENCY:  Federal  Election  Commission. 


ACTION:  Notice  of  filing  dates  for  special 
election. 

SUMMARY:  California  has  scheduled  a 
special  general  election  on  September  1 , 
2009,  to  fill  the  U.S.  House  of 
Representatives  seat  in  the  Tenth 
Congressional  District  vacated  by 
Representative  Ellen  O.  Tauscher. 

Under  California  law,  a  majority  winner 
in  a  special  election  is  declared  elected. 
Should  no  candidate  achieve  a  majority 
vote,  a  special  runoff  election  will  be 
held  on  November  3,  2009,  among  the 
top  vote-getters  of  each  qualified 
political  party,  including  qualified 
independent  candidates. 

Political  committees  participating  in 
the  California  special  elections  are 
required  to  file  pre-  and  post-election 
reports.  Filing  deadlines  for  these 
reports  are  affected  by  whether  one  or 
two  elections  are  held. 

FOR  FURTHER  INFORMATION  CONTACT:  Mr. 
Kevin  R.  Salley,  Information  Division, 
999  E  Street,  NW.,  Washington,  DC 
20463;  Telephone:  (202)  694-1100;  Toll 
Free (800) 424-9530. 

SUPPLEMENTARY  INFORMATION: 

Principal  Campaign  Committees 

All  principal  campaign  committees  of 
candidates  who  participate  in  the 
California  Special  General  and  Special 
Runoff  Elections  shall  file  a  12-day  Pre- 
General  Report  on  August  20,  2009;  a 
Pre-Runoff  Report  on  October  22,  2009; 
and  a  Post-Runoff  Report  on  December 
3,  2009.  (See  chart  below  for  the  closing 
date  for  each  report.) 

If  only  one  election  is  held,  all 
principal  campaign  committees  of 
candidates  in  the  Special  General 
Election  shall  file  a  12-day  Pre-General 
Report  on  August  20,  2009;  and  a  Post- 
General  Report  on  October  1,  2009.  (See 
chart  below  for  the  closing  date  for  each 
report.) 


Note  that  these  reports  are  in  addition 
to  the  campaign  committee’s  quarterly 
filing  in  October  and  Year-End  filing  in 
January  2010.  (See  chart  below  for  the 
closing  date  for  each  report.) 

Unauthorized  Committees  (PACs  and 
Party  Committees) 

Political  committees  filing  on  a  semi¬ 
annual  basis  in  2009  are  subject  to 
special  election  reporting  if  they  make 
previously  undisclosed  contributions  or 
expenditures  in  connection  with  the 
California  Special  General  Election  and/ 
or  Special  Runoff  Election  by  the  close 
of  books  for  the  applicable  report(s). 

(See  chart  below  for  the  closing  date  for 
each  report.) 

Political  committees  filing  monthly 
that  support  candidates  in  the  California 
Special  General  or  Special  Runoff 
Election  continue  to  file  according  to 
the  monthly  reporting  schedule. 

Additional  disclosure  information  in 
connection  with  the  California  Special 
Election  may  be  found  on  the  FEC  Web 
site  at  http:/ /www.feo.gov/info/ 
report_dates.shtmI. 

Disclosure  of  Lobbyist  Bundling 
Activity 

Campaign  committees,  party 
committees  and  Leadership  PACs  that 
are  otherwise  required  to  file  reports  in 
connection  with  the  special  elections 
must  simultaneously  file  FEC  Form  3L 
if  they  receive  two  or  more  bundled 
contributions  from  lobbyists/registrants 
or  lobbyist/registrant  PACs  that 
aggregate  in  excess  of  $16,000  during 
the  special  election  reporting  periods 
(see  charts  below  for  closing  date  of 
each  period).  11  CFR  104.22(a)(5)(v).  For 
more  information  on  these 
requirements,  see  Federal  Register 
Notice  2009-03,  74  FR  7285  (February 


17,  2009). 

Calendar  of  Reporting  Dates  for  California  Special  Election 


Report  ! 

1 

Close  of 
books  ^  ] 

Reg./cert.  & 
overnight  mail-  1 
ing  deadline 

Filing  deadline 

IF  ONLY  THE  SPECIAL  GENERAL  IS  HELD  (09/01/09),  QUARTERLY  FILING  POLITICAL  COMMITTEES  INVOLVED  MUST  FILE: 

Pre-General  . 

Post-General . 

October  Quarterly  . 

1 

08/12/09  1 
09/21/09  I 
09/30/09  i 

08/17/09 

10/01/09 

10/15/09 

08/20/09 
10/01/09 
i  10/15/09 

IF  ONLY  THE  SPECIAL  GENERAL  IS  HELD  (09/01/09),  SEMI-ANNUAL  FILING  POLITICAL  COMMITTEES  INVOLVED  MUST  FILE: 

Pre-General  . 

08/12/09 

09/21/09 

12/31/09 

i  08/17/09 

1  10/01/09 

01/31/10 

!  08/20/09 

10/01/09 
2  01/31/10 

Year-End . . 

IF  TWO  ELECTIONS  ARE  HELD,  QUARTERLY  FILING  POLITICAL  COMMITTEES  INVOLVED  ONLY  IN  THE  SPECIAL  GENERAL  (09/01/09) 
MUST  FILE: 


Pre-General  . . I  08/12/09  '  08/17/09  i  08/20/09 


35190 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 /Notices 


Calendar  of  Reporting  Dates  for  California  Special  Election— Continued 


Report 

Close  of 
books’ 

Reg./cert.  & 
overnight  mail¬ 
ing  deadline 

Filing  deadline 

October  Quarterly  . . . 

09/30/09 

10/15/09 

10/15/09 

IF  TWO  ELECTIONS  ARE  HELD,  SEMI-ANNUAL  FILING  POLITICAL  COMMITTEES  INVOLVED  ONLY  \N  THE  SPECIAL  GENERAL  (09/01/ 
09)  MUST  FILE: 

Pre-General  . ! . 

Year-End . . . 

08/12/09 

12/31/09 

08/17/09 

01/31/10 

08/20/09 

201/31/10 

QUARTERLY  FILING  POLITICAL  COMMITTEES  INVOLVED  IN  THE  SPECIAL  GENERAL  (09/01/09)  AND  SPECIAL  RUNOFF  (11/03/09) 
MUST  FILE: 

Pre-General  . . . 

October  Quarterly  . 

08/12/09 

08/17/09 

WAIVED 

08/20/09 

Pre-Runoff  . : . 

Post-Runoff . . . 

Year-End . 

10/14/09 

11/23/09 

12/31/09 

10/19/09 

12/03/09 

01/31/10 

10/22/09 
12/03/09 
2  01/31/10 

SEMI-ANNUAL  FILING  POLITICAL  COMMITTEES  INVOLVED  IN  THE  SPECIAL  GENERAL  (09/01/09)  AND  SPECIAL  RUNOFF  (11/03/09) 
MUST  FILE: 

Pre-General  . 

Pre-Runoff  . .-... 

Post-Runoff . •. . 

Year-End . . . . . 

08/12/09 

10/14/09 

11/23/09 

12/31/09 

08/17/09 

10/19/09 

12/03/09 

01/31/10 

08/20/09 
10/22/09 
12/03/09 
2  01/31/10 

QUARTERLY  FILING  POLITICAL  COMMITTEES  INVOLVED  ONLY\N  THE  SPECIAL  RUNOFF  (11/03/09)  MUST  FILE: 


October  Quarterly . 

WAIVED 

Pre-Runoff  . 

10/14/09 

10/19/09 

10/22/09 

Post-Runoff . . . . 

11/23/09 

12/03/09 

12/03/09 

Year-End . 

12/31/09  I 

I 

01/31/10 

2  01/31/10 

SEMI-ANNUAL  FILING  POLITICAL  COMMITTEES  INVOLVED  ONLY\N  THE  SPECIAL  RUNOFF  (11/03/09)  MUST  FILE: 


Pre-Runoff  . '. . 

10/14/09 

j - 1 

10/19/09  i 

10/22/09 

Post-Runoff . . . 

11/23/09 

12/03/09 

12/03/09 

Year-End . . . 

12/31/09 

01/31/10 

2  01/31/10 

’The  reporting  period  always  begins  the  day  after  the  closing  date  of  the  last  report  filed.  If  the  committee  is  new  and  has  not  previously  filed 
a  report,  the  first  report  must  cover  all  activity  that  occurred  before  the  committee  registered  as  a  political  committee  with  the  Commission  up 
through  the  close  of  books  for  the  first  report  due. 

^  Notice  that  this  filing  deadline  falls  on  a  weekend.  Filing  deadlines  are  not  extended  when  they  fall  on  nonworking  days.  Accordingly,  reports 
filed  by  methods  other  than  Registered,  Certified  or  Overnight  Mail,  or  electronically,  must  be  received  before  the  Commission’s  close  of  busi¬ 
ness  on  the  last  business  day  before  the  deadline. 


Dated:  July  14,  2009. 

On  behalf  of  the  Commission, 

Steven  T.  Walther, 

Chairman,  Federal  Election  Commission. 
[FR  Doc.  E9-17123  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  6715-01-P 


FEDERAL  RESERVE  SYSTEM 

Formations  of,  Acquisitions  by,  and 
Mergers  of  Bank  Holding  Companies 

The  companies  listed  in  this  notice 
have  applied  to  the  Board  for  approval, 
pursuant  to  the  Bank  Holding  Company 
Act  of  1956  (12  U.S.C.  1841  et  seq.) 

(BHC  Act),  Regulation  Y  (12  CFR  Part 
225),  and  all  other  applicable  statutes 
and  regulations  to  become  a  bank 
holding  company  and/ or  to  acquire  the 
assets  or  the  ownership  of,  control  of,  or 


the  power  to  vote  shares  of  a  bank  or 
bank  holding  company  and  all  of  the 
banks  and  nonbanking  companies 
owned  by  the  bank  holding  company, 
including  the  companies  listed  below. 

The  applications  listed  below,  as  well 
as  other  related  filings  required  by  the 
Board,  are  available  for  immediate 
inspection  at  the  Federal  Reserve  Bank 
indicated.  The  applications  also  will  be 
available  for  inspection  at  the  offices  of 
the  Board  of  Governors.  Interested 
persons  may  express  their  views  in 
writing  on  Ae  standards  enumerated  in 
the  BHC  Act  (12  U.S.C.  1842(c)).  If  the 
proposal  also  involves  the  acquisition  of 
a  nonbanking  company,  the  review  also 
includes  whether  the  acquisition  of  the 
nonbanking  company  complies  with  the 
standards  in  section  4  of  the  BHC  Act 
(12  U.S.C.  1843).  Unless  otherwise 
noted,  nonbanking  activities  will  be 


conducted  throughout  the  United  States. 
Additional  information  on  all  bank 
holding  companies  may  be  obtained 
from  the  National  Information  Center 
website  at  www.ffiec.gov/nic/. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 
Governors  not  later  than  August  13, 
2009. 

A.  Federal  Reserve  Bank  of  Kansas 
City  (Todd  Offenbacker,  Assistant  Vice 
President)  1  Memorial  Drive,  Kansas 
City,  Missouri  64198-0001: 

1.  Central  Bancorp,  Inc.,  Colorado 
Springs,  Colorado;  to  become  a  bank 
holding  company  by  acquiring  100 
percent  of  the  voting  shares  of  Farmers 
and  Stockmens  Bank  of  Clayton, 
Clayton,  New  Mexico,  and  "rhe  Citizens 
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National  Bank  of  Akron,  Akron, 
Colorado. 

Applicant  also  has  applied  to  retain 
voting  shares  of  Elite  Properties  of 
America  II,  Inc.;  CB&T  Mortgage,  LLC; 
and  CB&T  Wealth  Management,  all  of 
Colorado  Springs,  Colorado;  CB&T 
Trust,  LLC,  Sioux  Falls,  South  Dakota, 
and  thereby  engage  in,  extending  credit 
and  servicing  of  loans,  pursuant  to 
section  225.28(b)(1);  financial  and 
investment  advisory  activities,  pursuant 
to  sections  225.28(b)(6)(i)  and  (b)(6)(v); 
and  trust  activities,  pursuant  to  section 
225.28(b)(5)  of  Regulation  Y. 

Board  of  Governors  of  the  Federal  Reserve 
System,  July  14,  2009. 

Robert  deV.  Frierson, 

Deputy  Secretary  of  the  Board. 

[FR  Doc.  E9-17111  Filed  7-17-09;  8:45  am] 
BILLING  CODE  6210-01-8 


FEDERAL  RESERVE  SYSTEM 

Formations  of,  Acquisitions  by,  and 
Mergers  of  Bank  Holding  Companies 

The  companies  listed  in  this  notice 
have  applied  to  the  Board  for  approval, 
pursuant  to  the  Bank  Holding  Company 
Act  of  1956  (12  U.S.C.  1841  et  seq.) 

(BHC  Act),  Regulation  Y  (12  CFR  Part 
225),  and  all  other  applicable  statutes 
and  regulations  to  become  a  bank 
holding  company  and/ or  to  acquire  the 
assets  or  the  ownership  of,  control  of,  or 
the  power  to  vote  shares  of  a  bank  or 
bank  holding  company  and  all  of  the 
banks  and  nonbanking  companies 
owned  by  the  bank  holding  company, 
including  the  companies  listed  below. 

The  applications  listed  below',  as  well 
as  other  related  filings  required  by  the 
Board,  are  available  for  immediate 
inspection  at  the  Federal  Reserve  Bank 
indicated.  The  applications  also  will  be 
available  for  inspection  at  the  offices  of 
the  Board  of  Governors.  Interested 
persons  may  express  their  views  in 
writing  on  the  standards  enumerated  in 
the  BHC  Act  (12  U.S.C.  1842(c)).  If  the 
proposal  also  involves  the  acquisition  of 
a  nonbanking  company,  the  review  also 
includes  whether  the  acquisition  of  the 
nonbanking  company  complies  with  the 
standards  in  section  4  of  the  BHC  Act 
(12  U.S.C.  1843).  Unless  otherwise 
noted,  nonbanking  activities  will  be 
conducted  throughout  the  United  States. 
Additional  information  on  all  bank 
holding  companies  may  be  obtained 
from  the  National  Information  Center 
website  at  www.ffiec.gov/nic/. 

Unless  otherwise  noted,  comments 
regarding  each  of  these  applications 
must  be  received  at  the  Reserve  Bank 
indicated  or  the  offices  of  the  Board  of 


Governors  not  later  than  August  14, 
2009. 

A.  Federal  Reserve  Bank  of  Chicago 
(Colette  A.  Fried,  Assistant  Vice 
President)  230  South  LaSalle  Street, 
Chicago,  Illinois  60690-1414: 

1.  C-B-G,  Inc.,  West  Liberty,  Iowa;  to 
acquire  additional  voting  shares, 
totaling  up  to  50.01  percent  of 
Washington  Bancorp,  and  thereby 
indirectly  acquire  additional  voting 
shares  of  Federation  Bank,  both  of 
Washington,  Iowa. 

Board  of  Governors  of  the  Federal  Reserve 
System,  July  15,  2009. 

Robert  deV.  Frierson. 

Deputy  Secretary  of  the  Board. 

[FR  Doc.  E9-17176  Filed  7-17-09;  8:45  am] 
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FEDERAL  RESERVE  SYSTEM 

Sunshine  Act  Meeting 

AGENCY  HOLDING  THE  MEETING:  Board  of 
Governors  of  the  Federal  Reserve 
System. 

TIME  AND  date:  10:30  a.m.,  Thursday, 

July  23,  2009. 

PLACE:  Marriner  S.  Eccles  Federal 
Reserve  Board  Building,  20th  Street 
entrance  between  Constitution  Avenue 
and  C  Streets,  N.W.,  Washington,  D.C. 
20551. 

STATUS:  Open. 

We  ask  that  you  notify  us  in  advance 
if  you  plan  to  attend  the  open  meeting 
and  provide  your  name,  date  of  birth, 
and  social  security  number  (SSN)  or 
passport  number.  You  may  provide  this 
information  by  calling  (202)  452-2474 
or  you  may  register  on-line.  You  may 
pre-register  until  close  of  business  July 
22,  2009.  You  also  will  be  asked  to 
provide  identifying  information, 
including  a  photo  ID,  before  being 
admitted  to  the  Board  meeting.  The 
Public  Affairs  Office  must  approve  the 
use  of  cameras;  please  call  (202)  452- 
2955  for  further  information.  If  you  need 
an  accommodation  for  a  disability, 
please  contact  Penelope  Beattie  on  (202) 
452-3982.  For  the  hearing  impaired 
only,  please  use  the  Telecommunication 
Device  for  the  Deaf  (TDD)  on  (202)  263- 
4869. 

Privacy  Act  Notice:  Providing  the 
information  requested  is  voluntary; 
however,  failure  to  provide  your  name, 
date  of  birth,  and  social  security  number 
or  passport  number  may  result  in  denial 
of  entry  to  the  Federal  Reserve  Board. 
This  information  is  solicited  pursuant  to 
Sections  10  and  11  of  the  Federal 
Reserve  Act  and  will  be  used  to 
facilitate  a  search  of  law  enforcement 
databases  to  confirm  that  no  threat  is 


posed  to  Board  employees  or  property. 

It  may  be  disclosed  to  other  persons  to 
evaluate  a  potential  threat.  The 
information  also  may  be  provided  to  law- 
enforcement  agencies,  courts,  and 
others,  but  only  to  the  extent  necessary 
to  investigate  or  prosecute  a  violation  of 
law. 

MATTERS  TO  BE  CONSIDERED: 

Discussion  Agenda: 

1.  Proposed  Amendments  to 
Regulation  Z  (Truth  in  Lending) 
Addressing  Mortgage  Loans  and  Home 
Equity  Lines  of  Credit. 

Note:  1.  The  staff  memo  to  the  Board 
will  be  made  available  to  the  public  in 
paper  and  the  background  material  will 
be  made  available  on  a  computer  disc  in 
Word  format.  If  you  require  a  paper 
copy  of  the  document,  please  call 
Penelope  Beattie  on  (202)  452-3982. 

2.  This  meeting  will  be  recorded  for 
the  benefit  of  those  unable  to  attend. 
Computer  discs  (CDs)  will  then  be 
available  for  listening  in  the  Board’s 
Freedom  of  Information  Office,  and 
copies  can  be  ordered  for  $4  per  disc  by 
calling  (202)  452-3684  or  by  writing  to: 
Freedom  of  Information  Office,  Board  of 
Governors  of  the  Federal  Reserve 
System,  Washington,  D.C.  20551. 

FOR  FURTHER  INFORMATION  CONTACT: 
Michelle  A.  Smith,  Director,  or  Dave 
Skidmore,  Assistant  to  the  Board,  Office 
of  Board  Members:  at  202-452-2955. 
SUPPLEMENTARY  INFORMATION:  You  may 
call  (202)  452-3206  for  a  recorded 
announcement  of  this  meeting:  or  you 
may  contact  the  Board’s  Web  site  at 
http://www.federalreserve.gov  for  an 
electronic  announcement.  (The  Web  site 
also  includes  procedural  and  other 
information  about  the  open  meeting.) 

Board  of  Governors  of  the  Federal  Reserve 
System,  July  16,  2009. 

Robert  deV.  Frierson, 

Deputy  Secretary  of  the  Board. 

[FR  Doc.  E9rl7302  Filed  7-16-09;  4:15  pm) 
BILLING  CODE  6210-01-8 


FEDERAL  TRADE  COMMISSION 

Agency  Information  Collection 
Activities;  Proposed  Collection; 
Comment  Request 

AGENCY:  Federal  Trade  Commission 
(“FTC”  or  “Commission”). 

ACTION:  Notice. 

SUMMARY:  The  FTC  plans  to  conduct  a 
national  study  of  the  accuracy  of 
consumer  reports  in  connection  with 
Section  319  of  the.Fair  and  Accurate 
Credit  Transactions  Act  of  2003,  Pub. 
L.108-159  (2003).  This  study  is  a  follow¬ 
up  to  the  Commission’s  two  previous 
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pilot  studies.^  Before  gathering  this 
information,  the  FTC  is  seeking  public 
comment  on  its  proposed  study.  The 
FTC  will  consider  comments  before  it 
submits  a  request  for  Office  of 
Management  and  Budget  (OMB)  review 
under  the  Paperwork  Reduction  Act 
(PRA). 

DATES:  Comments  must  be  received  on 
or  before  September  18,  2009. 
ADDRESSES:  Interested  parties  are 
invited  to  submit  written  comments 
electronically  or  in  paper  form. 
Comments  should  refer  to  “National 
Accuracy  Study:  Paperwork  Comment 
(FTC  file  no.  P044804)”  to  facilitate  the 
organization  of  the  comments.  Please 
note  that  your  comment — including 
your  name  and  your  state — will  be 
placed  on  the  public  record  of  this 
proceeding,  including  on  the  publicly 
accessible  FTC  Website,  at  [http:// 

WWW',  ftc.gov/ os/ pu  bli  ccommen  ts.shtm]. 

Because  comments  will  be  made 
public,  they  should  not  include  any 
sensitive  personal  information,  such  as 
an  individual’s  Social  Security  Number; 
date  of  birth;  driver’s  license  number  or 
other  state  identification  number,  or 
foreign  country  equivalent;  passport 
number;  financial  account  number;  or 
credit  or  debit  card  number.  Comments 
also  should  not  include  any  sensitive 
health  information,  such  as  medical 
records  or  other  individually 
identifiable  health  information.  In 
addition,  comments  should  not  include 
any  “[t]rade  secret  or  any  commercial  or 
financial  information  which  is  obtained 
from  any  person  and  which  is  privileged 

or  confidential . ’’  as  provided  in 

Section  6(f)  of  the  Federal  Trade 
Commission  Act  (“FTC  Act”),  15  U.S.C. 
46(f),  and  FTC  Rule  4.10(a)(2),  16  CFR 
4.10(a)(2).  Comments  containing 
material  for  which  confidential 
treatment  is  requested  must  be  filed  in 
paper  form,  must  be  clearly  labeled 
“Confidential,”  and  must  comply  with 
FTC  Rule  4.9(c),  16  CFR  4. 9(c). ^ 

Because  paper  mail  addressed  to  the 
FTC  is  subject  to  delay  due  to 
heightened  security  screening,  please 


’Reports  to  Congress  Under  Sections  318  and  319 
of  the  Fair  and  Accurate  Credit  Transactions  Act  of 
2C03,  Federal  Trade  Commission,  December  2006 
and  2008.  The  reports  may  be  accessed  at  the  FTC’s 
Web  site.  December  2006  Report;  [http:// 
www.ftc.gov/reports/FACT ACT /FACT_Act_Report_ 
2006. pdfi;  December  2008  Report:  [http:// 
www.ftc.gov/opa/2008/12/factareport.shtm). 

2  The  comment  must  be  accompanied  by  an 
explicit  request  for  conbdential  treatment, 
including  the  factual  and  legal  basis  for  the  request, 
and  must  identify  the  specific  portions  of  the 
comment  to  be  withheld  from  the  public  record. 
The  request  will  be  granted  or  denied  by  the 
Commission’s  General  Coimsel,  consistent  with 
applicable  law  and  the  public  interest.  See  FTC 
Rule  4.9(c),  16  CFR  4.9(c). 


consider  submitting  your  comments  in 
electronic  form.  Comments  filed  in 
electronic  form  should  be  submitted  by 
using  the  following  web  link:  [https:// 
secure. comnientworks.com/ ftc- 
FACTA319study)  (and  following  the 
instructions  on  the  web-based  form).  To 
ensure  that  the  Commission  considers 
an  electronic  comment,  you  must  file  it 
on  the  web-based  form  at  the  web  link 
[https://secure.commentworks.com/ftc- 
FACTA319study).  If  this  Notice  appears 
at  [http://www.regulations.gov/search/ 
index. jsp),  you  may  also  file  an 
electronic  comment  through  that 
website.  The  Commission  will  consider 
all  comments  that  regulations.gov 
forwards  to  it.  You  may  also  visit  the 
FTC  Website  at  http://www.ftc.gov  to 
read  the  Notice  and  the  news  release 
describing  it. 

A  comment  filed  in  paper  form 
should  include  the  “National  Accuracy 
Study:  Paperwork  Comment  (FTC  file 
no.  P044804)”  reference  both  in  the  text 
and  on  the  envelope,  and  should  be 
mailed  or  delivered  to  the  following 
address:  Federal  Trade  Commission, 
Office  of  the  Secretary,  Room  H-135 
(Annex  J),  600  Pennsylvania  Avenue, 
NW,  Washington,  DC  20580.  The  FTC  is 
requesting  that  any  comment  filed  in 
paper  form  be  sent  by  courier  or 
overnight  service,  if  possible,  because 
U.S.  postal  mail  in  the  Washington  area 
and  at  the  Commission  is  subject  to 
delay  due  to  heightened  security 
precautions. 

The  FTC  Act  and  other  laws  the 
Commission  administers  permit  the 
collection  of  public  comments  to 
consider  and  use  in  this  proceeding  as 
appropriate.  The  Commission  will 
consider  all  timely  and  responsive 
public  comments  that  it  receives, 
whether  filed  in  paper  or  electronic 
form.  Comments  received  will  be 
available  to  the  public  on  the  FTC 
Website,  to  the  extent  practicable,  at 
[h  ttp ://  www.ftc.gov/os/ 
publiccomments.shtm).  As  a  matter  of 
discretion,  the  Commission  makes  ever}' 
effort  to  remove  home  contact 
information  for  individuals  from  the 
public  comments  it  receives  before 
placing  those  comments  on  the  FTC 
Website.  More  information,  including 
routine  uses  permitted  by  the  Privacy 
Act,  may  be  found  in  the  FTC’s  privacy 
policy,  at  [http://www.ftc.gov/ftc/ 
privacy. shtm). 

FOR  FURTHER  INFORMATION  CONTACT: 

Peter  Vander  Nat,  Economist,  (202)  326- 
3518,  Federal  Trade  Commission, 
Bureau  of  Economics. 

SUPPLEMENTARY  INFORMATION:  Section 
319  of  the  Fair  and  Accurate  Credit 
Transactions  Act  of  2003  (“FACT  Act” 


or  the  “Act”),  Pub.  L.108-159  (2003) 
requires  the  FTC  to  study  the  accuracy 
and  completeness  of  information  in 
consumers’  credit  reports  and  to 
consider  methods  for  improving  the 
accuracy  and  completeness  of  such 
information.  Section  319  of  the  Act  also 
requires  the  Commission  to  issue  a 
series  of  biennial  reports  to  Congress 
over  a  period  of  eleven  years.  The  first 
report  was  submitted  to  Congress  in 
December  2004.3  q-hg  second  report  was 
submitted  to  Congress  in  December 
2006  (“December  2006  Report”), 
describing  the  results  of  a  pilot  study. 
The  third  report  was  submitted  in 
December  2008  (“December  2008 
Report”),  describing  the  results  of  a 
second  pilot  study. 

In  July  2005,  OMB  approved  the 
FTC’s  request  to  conduct  a  pilot  study 
to  evaluate  the  feasibility  of  a 
methodology  that  involves  direct  review 
by  consumers  of  the  information  in  their 
credit  reports  (OMB  Control  Number 
3084-0133),'*  and  the  FTC  conducted 
that  pilot  study  in  2005-2006.  As 
explained  in  the  December  2006  report, 
FTC  staff  concluded  that  it  was 
necessary  to  conduct  a  second  pilot 
study  to  evaluate  additional  design 
elements  prior  to  carrying  out  a 
nationwide  survey.  Upon  receiving 
further  OMB  approval  (reinstatement  of 
Control  Np.  3084-0133),  the  FTC 
conducted  the  second  pilot  study  in 
2007-2008.  The  FTC’s  pilot  studies  used 
small  samples  and  did  not  rely  on  the 
selection  of  a  nationally  representative 
sample  of  credit  reports;  accordingly,  no 
statistical  projections  were  made.  The 
FTC  now  plans  to  conduct  a  national 
study  of  the  accuracy  of  consumer 
reports  in  connection  with  Section  319 
of  the  Fair  and  Accurate  Credit 
Transactions  Act  of  2003,  Pub.  L.108- 
159  (2003).  This  study  is  a  follow-up  to 
the  Commission’s  two  previous  pilot 
studies. 

Proposed  Information  Collection 
Activities 

Under  the  PRA,  44  U.S.C.  3501-3521, 
federal  agencies  must  obtain  approval 
fi:om  OMB  for  each  collection  of 
information  they  conduct  or  sponsor. 
“Collection  of  information”  means 
agency  requests  or  requirements  that 
members  of  the  public  submit  reports, 
keep  records,  or  provide  information  to 
a  third  party.  44  U.S.C.  §  3502(3),  5  CFR 


3  Report  to  Congress  Under  Sections  318  and  319 
of  the  Fair  and  Accurate  Credit  Transactions  Act  of 
2003,  Federal  Trade  Commission,  December  2004. 
The  December  2004  Report  is  available  at  [http:// 
www.ftc.gov/reports/facta/04 1 209fact(irpt.pdfi . 

*  See  70  FR  24583  (May  10.  2005)  for  discussion 
of  the  initial  pilot  study  and  related  public 
comments. 
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§  1320.3(c).  Because  the  number  of 
entities  affected  by  the  Commission’s 
requests  will  exceed  ten,  the 
Commission  plans  to  seek  0MB 
clearance  under  the  PRA.  As  required 
by  §  3506(c)(2)(A)  of  the  PRA,  the  FTC 
is  providing  this  opportunity  for  public 
comment  before  requesting  that  OMB 
grant  the  clearance  for  the  proposed 
information  collection. 

The  FTC  invites  comments  on:  (1) 
whether  the  proposed  collections  of 
information  are  necessary  for  the  proper 
performance  of  the  functions  of  the  FTC, 
including  whether  the  information  will 
have  practical  utility;  (2)  the  accuracy  of 
the  agency’s  estimate  of  the  burden  of 
the  proposed  collection  of  information, 
including  the  validity  of  the 
methodology  and  assumptions  used;  (3) 
ways  to  enhance  the  quality,  utility,  and 
clarity  of  the  information  to  be 
collected;  and  (4)  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  those  who  are  to  respond,  including 
through  the  use  of  appropriate 
automated,  electronic,  mechanical,  or 
other  technological  collection 
techniques  or  other  forms  of  information 
technology  (e.g.,  permitting  electronic 
submission  of  responses).  More 
generally,  the  FTC  invites  comment  on 
the  various  design  elements  for  a 
national  study  set  forth  below.  All 
comments  should  be  filed  as  prescribed 
in  the  ADDRESSES  section  above,  and 
must  be  received  on  or  before 
September  18,  2009. 

2.  Description  of  the  Collection  of 
Information  and  Proposed  Use 

A.  Initial  Pilot  Study  (2005-2006) 

The  goal  of  the  initial  pilot  study  was 
to  assess  the  feasibility  of  directly 
engaging  consumers  in  an  in-depth 
review  of  their  credit  reports  for  the 
purpose  of  identifying  alleged  material 
errors  and  channeling  such  errors 
through  the  Fair  Credit  Report  Act 
(“FCRA”)  dispute  resolution  process. 
The  FTC’s  contractor  for  the  initial  pilot 
study — a  research  team  comprised  of 
members  from  the  Center  for  Business 
and  Industrial  Studies  (University  of 
Missouri-St  Louis),  Georgetown 
University  Credit  Research  Center,  and 
the  Fair  Isaac  Corporation — engaged  30 
randomly  selected  participants  in  an  in- 
depth  review  of  their  credit  reports. 
Study  participants  obtained  their  credit 
reports  and  credit  scores  ^  from  each  of 


5  A  credit  score  is  a  numerical  summary  of  the 
information  in  a  credit  report  and  is  designed  to  be 
predictive  of  the  risk  of  default.  Credit  scores  are 
created  by  proprietary  formulas  that  render  the 
following  result:  the  higher  the  credit  score,  the 
lower  the  risk  of  default.  The  contractor  in  the  first 
and  second  pilot  studies  employed  (and  the 
proposed  national  study  expects  to  employ)  a  score 


the  three  nationwide  consumer 
reporting  agencies  (Equifax,  Experian, 
TransUnion — hereinafter,  the  “CRAs”). 
The  contractor  reviewed  these  credit 
reports  with  the  participants  and  after 
an  evaluation  of  alleged  errors  for 
materiality  by  the  research  team, 
consumers  were  asked  to  channel 
disputed  information  through  the  FCRA 
dispute  resolution  process. 

The  first  pilot  study  demonstrated  the 
general  feasibility  of  the  consumer 
interview  methodology,  but  also 
revealed  several  challenges  for  a 
national  study. ^  Challenges  include 
identifying  methods  for  achieving  a 
more  representative  sampling  frame, 
increasing  the  response  rates,  and  easing 
the  burden  of  completing  the  study. 
Compared  to  the  national  average  for 
credit  scores,  consumers  with  relatively 
low  scores  were  under-represented. 

Also,  the  majority  of  participants  who 
alleged  errors  on  their  credit  reports  and 
indicated  that  they  would  file  a  dispute 
did  not  follow  through  with  their  stated 
intention  to  file.  In  consideration  of 
these  and  other  matters,  the  FTC 
conducted  a  follow-up  pilot  study. 

B.  The  Second  Pilot  Study  (2007-2008) 

The  second  pilot  study  combined 
successful  elements  from  the  first  pilot 
with  new  procedures  designed  to 
overcome  shortcomings  of  the  first  pilot. 

Through  a  variety  of  recruitment 
channels,  4,232  people  were  invited  to 
participate.  Multiple  recruitment 
methods  were  employed  and  these  were 
useful  in  identifying  differences  in 
response  rates  and  credit  scores  of  the 
respondents  across  various  methods  of 
recruitment.  Of  the  4,232  individuals 


that  is  commonly  used  in  credit  reporting,  namely 
a  FICO  score. 

®  The  FCRA  dispute  resolution  process  involves 
the  review  of  disputed  items  by  data  furnishers  and 
CRAs.  The  formal  dispute  process  renders  a  specific 
outcome  for  each  alleged  error.  By  direct  instruction 
of  the  data  furnisher,  the  following  outcomes  may 
occur:  delete  the  item,  change  or  modify  the  item 
(specifying  the  change),  or  maintain  the  item  as 
originally  reported.  A  CRA  may  also  delete  a 
disputed  item  due  to  expiration  of  the  statutory 
time  frame  (the  FCRA  limits  the  process  to  30  days, 
but  the  time  may  be  extended  to  45  days  if  a 
consumer  submits  relevant  information  during  the 
30-day  period).  These  possible  actions  are  tracked 
by  a  form  called  “Online  Solution  for  Complete  and 
Accurate  Reporting”  (e-OSCAR)  that  is  used  by 
CRAs  for  resolving  FCRA  disputes.  A  consumer 
may  also  dispute  information  directly  with  a  data 
furnisher,  as  provided  for  by  FCRA  623(a)(8).  15 
U.S.C.1681s-2(a)(8).  (See  also.  Federal  Trade 
Commission  and  Board  of  Governors  of  the  Federal 
Reserve  System,  Report  to  Congress  on  the  Fair 
Credit  Reporting  Act  Dispute  Process,  August  2006. 
The  report  is  available  at  (http://www.ftc.gov/os/ 
comments/fcradispute/ 

P044808fcradisputeprocessreporttocongress.pdfl. 

^  The  FTC’s  December  2006  Report  to  Congress 
contains  a  more  detailed  review  of  the  study  and 
its  results. 


contacted,  128  (3%)  became 
participants.  The  contractor”  helped 
participants  obtain  their  3  credit  reports 
and  conducted  an  in-depth  review  of 
the  reports  with  each  participant.  The 
contractor  also  helped  the  participants 
to  identify  alleged  inaccuracies  and  gave 
advice  on  the  difference  between  a 
small  inaccuracy  and  a  material  error 
that  is  likely  to  affect  a  credit  score. 
Specific  criteria  for  materiality  were 
developed  in  consultation  with  Fair 
Isaac’s  analyst  on  the  research  team.^  If 
the  consumer  alleged  a  material  error, 
the  individual  was  encouraged  to  file  a 
formal  FCRA  dispute  so  as  to  obtain  a 
review  of  the  challenged  items  by  data 
furnishers  and  CRAs.  The  contractor 
prepared  a  dispute  letter  for  any 
consumer  who  wanted  to  file  and  allege 
an  error,  material  or  not  (as  the  FCRA 
permits  a  consumer  to  dispute  any 
credit  report  information  that  the  person 
believes  to  be  inaccurate). 

Regarding  the  results  of  the  study,  88 
of  the  128  participants  (69%)  found  no 
errors  in  their  credit  reports.  Of  the  40 
participants  who  alleged  one  or  more 
errors  that  they  wanted  to  dispute,  15 
(or  12%  of  the  128)  alleged  a  material 
error.  For  7  of  these  latter  cases,  the 
FCRA  dispute  process  rendered  credit 
report  changes  that  were  made  fully  in 
keeping  with  all  of  the  consumer’s 
allegations. 

As  noted  above,  the  second  pilot 
study  (like  the  first)  used  a  small  sample 
and  no  statistical  projections  were 
made.  Accordingly,  no  extensive 
statistical  summaries  were  needed,  nor 
were  any  given,  in  the  FTC’s  report  on 
the  study.  The  primary  purpose  of  the 
pilot  studies  was  to  refine  the  expert- 


*  Due  to  the  similarity  in  design  (i.e.,  second  pilot 
was  constructed  as  a  follow-up  to  first)  the  FTC 
employed  the  same  contractor. 

December  2008  Report  (at  3).  The  contractor 
used  the  following  criteria  for  materiality:  the 
consumer  had  a  credit  score  less  than  760  (a  cutoff 
widely  used  to  identify  consumers  with  lowest 
credit  risk  and  for  extending  credit  on  most 
favorable  terms)  AND  the  consumer  alleged  an  error 
regarding  any  of  the  following  matters:  (i)  negative 
items  (such  as  late  payments);  (ii)  public 
derogatories  (such  as  bankruptcy);  (iii)  accounts 
sent  to  collection;  (iv)  number  of  inquiries  for  new 
credit;  (v)  outstanding  balances  not  attributable  to 
normal  monthly  reporting  variation;  (vi)  accounts 
on  the  report  not  belonging  to  the  person  who  is 
the  subject  of  the  report;  or  (vii)  duplicate  entries 
of  the  same  information  (e.g.,  late  payments  or 
outstanding  obligations)  that  were  double-counted 
in  the  reported  summaries  of  such  items.  To 
enhance  the  efficiency  of  the  study  process,  the 
stated  criteria  modify  somewhat  the  procedure  used 
in  the  first  pilot  study  (contractor’s  report  on 
second  pilot  study  at  27).  In  the  proposed  national 
study,  we  do  not  intend  to  use  any  cutoff  score  for 
materiality,  but  plan  to  retain  the  stated  categories 
as  indicating  a  dispute  material  to  creditworthiness. 

Other  cases  (i.e.,  some  of  the  consumer’s 
allegations  were  confirmed  while  other  allegations 
were  denied)  are  summarized  in  the  December  2008 
Report  (at  2  &  8).  • 


35194 


Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 /Notices 


assisted  survey  approach  for  studying 
credit  report  information,  in  preparation 
for  a  national  study. 

The  second  pilot  study  confirmed  the 
importance  of  having  the  contractor 
prepare  dispute  letters  for  consumers. 
This  was  not  done  in  the  first  pilot 
study.  In  the  first  pilot  study,  only  1  of 
the  3  participants  who  alleged  material 
errors  on  their  credit  reports  filed  a 
dispute.  In  the  follow-up  pilot  study,  all 
15  of  the  participants  who  alleged 
material  errors  on  their  credit  reports 
received  dispute  letters  from  the 
contractor,  and  the  outcomes  of  these 
disputes  are  known  for  12  of  them.  This 
is  a  significant  improvement  over  the 
first  pilot  study. 

As  noted  above,  multiple  recruitment 
methods  were  used  to  identify 
differences  in  response  rates  and  in 
credit  scores  of  respondents  across 
various  methods  of  recruitment.  The 
second  pilot  study  confirmed  the 
difficulties  of  obtaining  adequate 
numbers  of  participants  with  below- 
average  credit  scores.  Purely  random 
sampling  of  potential  participants 
yielded  too  few  actual  participants  with 
low  credit  scores. A  weighted  random 
sampling  approach,  whereby  more 
invitations  were  extended  to  groups  of 
consumers  who  were  likely  to  have 
lower  credit  scores,  produced  a  sample 
closer  to  national  norms. 

The  second  pilot  study  indicated  that 
it  would  be  feasible  to  base  a  measure 
of  the  accuracy  of  credit  report 
information  on  confirmed  material 
errors  via  the  FCRA  dispute  process. 
Whenever  it  appeared  that  a  consumer’s 
credit  score  could  be  affected  by 
“correcting”  an  alleged  material  error, 
the  contractor  marked  the  credit  reports 
(the  frozen  files]  with  explanations  of 
the  discrepancies  and  sent  copies  of  the 
marked  reports  to  Fair  Isaac  for 
rescoring.  If,  via  the  FCRA  dispute 
process,  changes  were  subsequently 
made  by  CRAs  and  lenders  in  keeping 
with  the  consumer’s  allegations,  these 
changed  items  were  then  designated  as 
confirmed  material  errors.  We  then 
rescore  the  frozen  file  to  quantify  the 
impact  of  the  confirmed  error(s)  on  the 
consumer’s  credit  score.  The  difference 
between  the  rescore  of  the  frozen  file 
and  the  original  score  is  a  meaningful 
measure  of  the  impact  of  inaccurate 
credit  report  information.  We  intend  to 


'’Table  III  of  the  December  2008  Report  (at  9). 

'^Table  9  of  the  contractor’s  report  (appendix  to 
the  December  2008  Report). 

'3  The  files  are  called  “fi’ozen”  because  no  new 
credit  information  was  added  to  the  consumer’s 
original  credit  reports  obtained  in  the  study:  any 
rescoring  would  thus  apply  only  to  potential 
changes  or  actual  changes  that  were  directly  related 
to  the  contractor’s  review. 


use  this  type  of  methodology  in  a 
national  study.^’* 

As  a  final  point  of  this  summary  of 
the  pilot  studies,  the  relatively  low 
response  rate  (i.e.,  approximately  3%  of 
the  individuals  contacted  became 
participants)  raises  concern  for  the 
design  of  a  national  study  regarding  a 
potential  response  bias.  This  matter  is 
addressed  below. 

C.  Proposed  National  Study 

The  proposed  national  study  seeks  to 
use  a  large  representative  sample  of 
credit  reports  so  that  we  may  draw 
inferences,  up  to  a  certain  level  of 
statistical  confidence,  about  the 
accuracy  of  credit  reports  in  general. 

The  need  to  employ  a  representative 
sample  makes  the  initial  steps  of  the 
proposed  study  different  from  the 
methodology  of  the  second  pilot  study; 
in  other  respects,  the  methodologies  of 
the  two  studies  are  largely  the  same. 

Our  goal  is  to  obtain  approximately 
1,000  participants  who  as  a  group 
display  a  diversity  on  credit  scores  and 
on  major  demographic  characteristics  in 
line  with  national  norms. 

The  relevant  population  for  the  study 
is  comprised  of  adult  members  of 
households  who  have  credit  histories 
with  Equifax,  Experian,  and/or 
TransUnion.  To  study  these  credit 
histories  we  propose,  as  a  first  step,  to 
obtain  a  very  large  random  sample  (with 
an  order  of  magnitude  of  200,000 
names)  from  one  of  the  consumer 
reporting  agencies  in  order  to  determine 
a  set  of  individuals  selected  for  possible 
contact  (the  “SPC  list”).^^  From  this 
SPC  list,  FTC  staff  will  draw  a  further 
and  considerably  smaller  random 
sample  (e.g.,  10%  sample)  of 
individuals  selected  for  contact  (the  “SC 
list”). 


Certain  limitations  regarding  this  methodology 
are  discussed  in  the  December  2008  Report  (at  3  & 
4).  Yet,  use  of  the  FCRA  dispute  process  appears 
to  be  the  only  feasible  way  of  performing  a 
nationwide  survey,  in  view  of  the  enormous 
difficulty  and  cost  of  attempting  to  ascertain  the 
ultimate  accuracy  regarding  alleged  errors. 

The  information  in  this  sample,  which  would 
include  names,  addresses,  and  credit  scores,  is  to 
be  obtained  under  applicable  law  and  protected 
from  disclosure  by,  e.g..  Exemption  6  of  the 
Freedom  of  Information  Act,  5  U.S.C.  552.  That 
information,  as  well  as  any  credit  reports  that 
individual  participants  give  permission  to  be 
analyzed  for  the  study,  will  be  maintained  and  used 
by  the  FTC  and  its  contractors  subject  to 
appropriate  information  security  procedures  and 
safeguards  (e.g.,  maintaining  credit-related  data 
separately  from  personal  identifying  information, 
requiring  the  FTC’s  contractors  to  execute 
confidentiality  agreements,  and  limiting  access  to 
those  FTC  and  contractor  staff  who  have  a  need  to 
work  with  the  data).  As  noted  above,  the  study 
methodology  is  also  designed  to  prevent  disclosure 
of  any  individual’s  participation  in  the  study  to  any 
credit  reporting  agency. 


There  are  several  reasons  for  this  two- 
step  process.  First,  the  vast  majority  of 
the  names  on  the  SPC  list  will  not  be 
sent  invitations  to  participate  and  thus 
helps  ensure  that  no  CRA  will  know 
who  is  participating  in  the  study. 
Further,  using  the  SC  list,  we  plan  to 
send  proportionally  more  invitation 
letters  to  individuals  with  lower  credit 
scores.  Use  of  this  weighted  random 
sampling  approach  is  designed  to  obtain 
an  ultimate  set  of  participants  having 
credit  scores  (specifically,  the  lower 
scores)  in  line  with  national  norms,  as 
suggested  by  the  results  of  the  second 
pilot  study. 

After  some  substantial  set  of 
individuals  have  agreed  to  join  the 
study  (300  -  400  people),  we  will  have 
an  initial  sample.  This  sample  will  be 
compared  with  the  larger  SPC  list  on 
credit  scores  and  geographic  diversity. 
Statistically  significant  differences 
between  this  initial  sample  and  the 
larger  SPC  list  would  reflect  the  impact 
of  non-participation.  From  this 
information,  we  can  selectively  draw 
individuals  from  the  SC  list  in  an  effort 
to  compensate  for  these  differences  as 
necessary. 

As  a  further  check  on  a  potential  bias 
in  the  decision  to  participate,  we  plan 
to  obtain  anonymized  (redacted)  credit 
reports  (and  related  credit  scores)  i’’  for 
the  entire  class  o/ non-respondents,  i.e., 
all  the  people  firom  the  SC  list  who 
choose  not  to  participate.  Using  the 
redacted  reports  and  related  scores  we 
can  determine,  for  example,  whether 
non-respondents  had  significantly 
different  credit  scores  or  significantly 
different  credit  histories  from  those  who 
agreed  to  participate. 

Upon  completion  of  the  study,  we 
will  have  a  database  with  detailed 
demographic  information  about  the 
participants,  the  type  and  quantity  of 
alleged  material  errors  on  their  credit 
reports,  the  type  and  quantity  of 
confirmed  material  errors  via  the  FCRA 
dispute  process,  and  the  impact  of  any 
such  confirmed  errors  on  the 
participants’  credit  scores.^®  Further,  by 


December  2008  Report  (at  9  &10). 

These  credit  reports  and  scores  will  be 
generated  and  maintained  without  name,  address  or 
personal  identifiers  other  than  ID  numbers  assigned 
by  the  study. 

Using  the  methodology  of  the  pilot  studies,  we 
expect  to  obtain  a  variety  of  alleged  errors:  incorrect 
report  of  late  payment;  multiple  reports  of  an 
account  with  late  payment;  paid  account  reported 
as  delinquent;  closed  account  reported  as 
delinquent;  incorrect  financial  account  reported 
("not  mine’’);  incorrect  collection  balance;  incorrect 
collection  account  reported:  multiple  reports  of  an 
account  in  bankruptcy;  chapter  7  accounts 
discharged  but  reported  as  delinquent,  as  well  as 
further  types  of  alleged  errors.  For  these  same 
categories  we  can  also  tabulate  confirmed  material 
errors  via  the  FCRA  dispute  process.  As  explained 
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analyzing  the  redacted  credit  reports 
and  related  scores  of  the  non¬ 
respondents,  we  obtain  a  final  check  on 
the  degree  to  which  the  enhanced 
procedures  were  effective  in  achieving  a 
nationally  representative  sample  of 
credit  reports. 

2.  Estimated  Hours  Burden 

Consumer  participation  in  the 
proposed  national  study  would  involve 
an  initial  preparation  for  the  in-depth 
interview  and  time  spent  by  participants 
to  understand,  review,  and  if  deemed 
necessary,  dispute  information  in  their 
credit  reports.  Invitation  letters  will  be 
sent  in  progressive  waves  in  order  to 
obtain  approximately  1,000  participants. 
The  individuals  who  receive  these 
letters  are  drawn  from  the  SC  list 
discussed  above  and  will  be  asked  to  go 
directly  to  a  designated  Web  site  for 
enrollment  if  they  wish  to  participate: 
registration  is  expected  to  take  at  most 
15  minutes  per  participant.  The 
registration  process  thus  comes  to 
approximately  250  hours  (reckoned  at  1/ 
4  hour  for  each  of  1,000  consumers). 

For  the  purpose  of  calculating  burden 
under  the  PRA  regarding  the  review 
process  of  the  credit  reports,  FTC  staff 
submits  the  following  estimates  that  are 
based  on  the  contractor’s  experience 
with  the  second  pilot  study.  Some 
participants  prepare  thoroughly  in 
advance  of  the  in-depth  interview  of 
their  credit  reports.  In  such  situations, 
even  complicated  reports  may  generally 
be  finished  under  30  minutes.  Other 
consumers  may  not  find  time  for 
significant  preparation  in  advemce  of  the 
in-depth  review,  and  in  such  cases  the 
interview  could  take  up  to  an  hour.  The 
participants  in  the  second  pilot  study 
reported  taking  an  average  of  69  minutes 
(median  53  minutes)  to  prepare  for  the 
interview,  with  90%  taking  between  10 
and  180  minutes.  The  interviews 
themselves  took  an  average  of  19 
minutes  (median  15  minutes)  with  90% 
taking  between  5  and  45  minutes. 
Overall,  the  average  combined  time  for 
prep^ation  and  the  interview  was  about 


above,  the  rescoring  of  the  frozen  files  will  then 
provide  the  impact  of  any  confirmed  errors  on  the 
participants’  credit  scores. 

At  the  registration  Web  site,  a  person  may  take 
the  time  to  read  several  disclosures,  including  a 
privacy  disclosure  and  an  outline  of  the  various 
steps  of  the  study  that  every  participant  agrees  to 
undertake.  The  consumer  is  then  asked  to  enter 
basic  contact  information  [e.g.,  name,  address, 
telephone  number,  best  time  to  be  contacted  further 
about  the  study)  and  to  enter  an  electronic  signature 
certifying  the  consumer’s  consent  to  participate  in 
the  study.  For  those  who  may  not  have  Internet 
access  to  register,  the  contractor  would  also  have  a 
procedure  to  mail  the  appropriate  disclosures  emd 
study  steps  to  the  respondent  and  then  receive  back 
enrolment  information  and  the  consumer’s  signed 
consent  in  paper  form. 


90  minutes  (1,5  hours).  For  a  national 
study  involving  1,000  consumers,  FTC 
staff  thus  estimates  the  burden  hours  for 
the  review  process  to  be  approximately 
1,500  hours  (1,000  consumers  x  1.5 
hours).  Further  adding  on  the  time  spent 
for  the  regisWation  process  (0.25  hours 
per  participant),  the  total  burden  hours 
come  to  approximately  1,750  hours. 

3.  Estimated  Cost  Burden 
The  cost  per  consumer  for  their 
participation  should  be  negligible. 
Participation  is  voluntcuy  and  it  will  not 
require  any  start-up  or  capital 
expenditure.  There  is  no  labor  time 
expenditure  beyond  the  1.75  hours  per 
consumer  estimated  above.  Participants 
may  receive  an  honorarium  to 
compensate  them  for  their  time.  The 
amount  will  be  determined  by  FTC  staff 
in  consultation  with  the  contractor 
according  to  an  analysis  of  customary 
procedures  and  a  consideration  of 
response  rates  within  key  categories, 
such  as,  response  rates  for  consumers 
with  impaired  credit.  As  with  the  pilot 
studies,  participants  will  not  pay  for 
their  credit  reports  or  credit  scores. 

Willard  Tom, 

General  Counsel 

[FR  Doc.  E9-17147  Filed  7-17-09;  8:45  am] 
BILLING  CODE:  6750  -01-S 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Submission  for  0MB  Review; 

Comment  Request;  CareerTrac 

Summary:  Under  the  provisions  of 
section  3507(a)(1)(D)  of  the  Paperwork 
Reduction  Act  of  1995,  the  Fogarty 
International  Center  (FIC)  and  National 
Institute  of  Environmental  Health 
Sciences  (NIEHS),  the  National 
Institutes  of  Health  (NIH),  has  submitted 
to  the  Office  of  Management  and  Budget 
(OMB)  a  request  for  review  and 
approval  of  the  information  collection 
listed  below.  This  proposed  information 
collection  was  previously  published  in 
the  Federal  Register  on  May  12,  2009, 
page  22172,  and  allowed  60-days  for 
public  comment.  No  comments  were 
received  from  this  notification  regarding 
the  cost  and  hour  burden  estimates.  The 
purpose  of  this  announcement  is  to 
allow  an  additional  30  days  for  public 
comment. 

The  National  Institutes  of  Health  may 
not  conduct  or  sponsor,  and  the 
respondent  is  not  required  to  respond 
to,  an  information  collection  that  has 
been  extended,  revised,  or  implemented 
on  or  after  October  1,-1995,  unless  it 


displays  a  currently  valid  OMB  control 
number. 

Proposed  Collection:  Title: 

CareerTrac.  Type  of  Information 
Collection  Request:  Revision  (OMB  No.: 
0925-0568  Expiration:  Aug.  31,  2009). 
Need  and  Use  of  Information  Collection: 
This  data  collection  system  is  being 
developed  to  track,  evaluate  and  report 
short  and  long-term  outputs,  outcomes 
and  impacts  of  international  trainees 
involved  in  health  research  training 
programs — specifically  tracking  this  for 
at  least  ten  years  following  training  by 
having  Principal  Investigators  enter  data 
after  trainees  have  completed  the 
program.  The  data  collection  system 
provides  a  streamlined,  Web-based 
application  permitting  principal 
investigators  to  record  career 
achievement  progress  by  trainee  on  a 
voluntary  basis.  FIC  and  NIEHS 
management  will  use  this  data  to 
monitor,  evaluate  and  adjust  grants  to 
ensure  desired  outcomes  are  achieved, 
comply  with  OMB  part  requirements, 
respond  to  congressional  inquiries,  and 
as  a  guide  to  inform  future  strategic  and 
management  decisions  regarding  the 
grant  program. 

Frequency  of  Response:  Annual  and 
periodic  Affected  Public:  none  Type  of 
Respondents:  Principal  Investigators 
and/or  their  administrators  funded  by 
FIC  and  NIEHS.  The  annual  reporting 
burden  is  as  follows:  Estimated  Number 
of  Respondents:  275;  Estimated  Number 
of  Responses  per  Respondent:  1; 
Average  Burden  Hours  per  Response  7.5 
and  Estimated  Total  Annual  Burden 
Hours  Requested:  2063.  The  annualized 
cost  to  respondents  is  estimated  at 
$82,500.  There  are  no  Capital  Costs  to 
report.  There  are  no  Operating  or 
Maintenance  Costs  to  report. 

Request  for  Comments:  Written 
comments  and/or  suggestions  from  the 
public  and  affected  agencies  are  invited 
on  one  or  more  of  the  following  points: 

(1)  Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  function  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(2)  The  accuracy  of  the  agency’s 
estimate  of  the  burden  of  the  proposed 
collection  of  information,  including  the 
validity  of  the  methodology  and 
assumptions  used;  (3)  Ways  to  enhance 
the  quality,  utility,  and  clarity  of  the 
information  to  be  collected;  and  (4) 
Ways  to  minimize  the  burden  of  the 
collection  of  information  on  those  who 
are  to  respond,  including  the  use  of 
appropriate  automated,  electronic, 
mechanical,  or  other  technological 
collection  techniques  or  other  forms  of 
information  technology. 
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Direct  Comments  to  OMB:  Written 
comments  and/or  suggestions  regarding 
the  item(s)  contained  in  this  notice, 
especially  regarding  the  estimated 
public  burden  and  associated  response 
time,  should  be  directed  to  the:  Office 
of  Management  and  Budget,  Office  of 
Regulatory  Affairs, 

01RA_submission@omb.eop.gov  or  by 
fax  to  202-395-6974,  Attention:  Desk 
Officer  for  NIH.  To  request  more 
information  on  the  proposed  project  or 
to  obtain  a  copy  of  the  data  collection 
plans  and  instruments,  contact  Dr. 

Linda  Kupfer,  Fogarty  International 
Center,  National  Institutes  of  Health,  16 
Center  Drive,  Building  16,  Bethesda,  MD 
20892-6705  or  call  non-toll-free  number 
301-496-3288  or  e-mail  your  request, 
including  your  address  to 
kupferl@mail.nih  .gov. 

Comments  Due  Date:  Comments 
regarding  this  information  collection  are 
best  assured  of  having  their  full  effect  if 
received  within  30-days  of  the  date  of 
this  publication. 

Dated:  July  13,  2009. 

Timothy  J.  Tosten, 

Executive  Officer,  Fogarty  International 
Center,  National  Institutes  of  Health. 

[FR  Doc.  E9-17214  Filed  7-17-09;  8:45  am] 
BILLING  CODE  41 40-01 -P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Food  and  Drug  Administration 

[Docket  No.  FDA-2008-N-0544] 

Agency  Information  Coliection 
Activities;  Announcement  of  Office  of 
Management  and  Budget  Approval; 
Record  Retention  Requirements  for'the 
Soy  Protein  and  Coronary  Heart 
Disease  Health  Claim 

AGENCY:  Food  and  Drug  Administration, 
HHS. 

ACTION:  Notice. 

SUMMARY:  The  Food  and  Drug 
Administration  (FDA)  is  announcing 
that  a  collection  of  information  entitled 
“Record  Retention  Requirements  for  the 
Soy  Protein  and  Coronary  Heart  Disease 
Health  Claim”  has  been  approved  by  the 
Office  of  Management  and  Budget 
(OMB)  under  the  Paperwork  Reduction 
Act  of  1995. 

FOR  FURTHER  INFORMATION  CONTACT: 

Jonna  Capezzuto,  Office  of  Information 
Management  (HFA-710),  Food  and  Drug 
Administration,  5600  Fishers  Lane, 
Rockville,  MD  20857,  301-796-3794. 
SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  January  14,  2009  (74 
FR  2079),  the  agency  announced  that 


the  proposed  information  collection  had 
been  submitted  to  OMB  for  review  and 
clearance  under  44  U.S.C.  3507.  An 
agency  may  not  conduct  or  sponsor,  and 
a  person  is  not  required  to  respond  to, 
a  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number.  OMB  has  now  approved  the 
information  collection  and  has  assigned 
OMB  control  number  0910-0428.  The 
approval  expires  on  May  31,  2012.  A 
copy  of  the  supporting  statement  for  this 
information  collection  is  available  on 
the  Internet  at  http://www.reginfo.gov/ 
public/do/PRAMain . 

Dated:  July  10,  2009. 

Jeffrey  Shuren, 

Associate  Commissioner  for  Policy  and 
Planning. 

[FR  Doc.  E9-17094  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4160-01-S 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Center  for  Complementary 
and  Alternative  Medicine;  Notice  of 
Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Namie  of  Committee:  National  Center  for 
Complementary'  and  Alternative  Medicine 
Special  Emphasis  Panel;  Review  Predoctoral 
and  Postdoctoral  Fellowship  Applications. 

Date:  July  28,  2009. 

Time:  12  p.m.  to  6  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  Two 
Democracy  Plaza,  6707  Democracy 
Boulevard,  Bethesda,  MD  20892  (Telephone 
Conference  Call). 

Contact  Person:  Peter  Kozel,  PhD, 
Scientific  Review  Officer,  NCCAM,  6707 
Democracy  Boulevard,  Suite  401,  Bethesda, 
MD  20892-5475.  301-496-8004. 
kozelp@maiI.nih  .gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  meeting  due  to  scheduling 
conflicts. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.213,*Research  and  Training 


in  Complementary  and  Alternative  Medicine, 
National  Institutes  of  Health,  HHS) 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

(FR  Doc.  E9-17202  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Center  for  Complementary 
and  Alternative  Medicine;  Notice  of 
Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  National  Advisory 
Council  for  Complementary  and 
Alternative  Medicine  (NACCAM) 
meeting. 

The  meeting  will  be  open  to  the 
public  as  indicated  below,  with 
attendance  limited  to  space  available. 
Individuals  who  plan  to  attend  and 
need  special  assistance,  such  as  sign 
language  interpretation  or  other 
reasonable  accommodations,  should 
notify  the  Contact  Person  listed  below 
in  advance  of  the  meeting. 

A  portion  of  the  meeting  will  be 
closed  to  tbe  public  in  accordance  with 
the  provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications 
and/or  contract  proposals  and  the 
discussion  could  disclose  confidential 
trade  secrets  or  commercial  property 
such  as  patentable  material,  and 
personal  information  concerning 
individuals  associated  with  the  grant 
applications  and/or  contract  proposals, 
the  disclosure  of  which  would 
constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Advisory 
Council  for  Complementary  and  Alternative 
Medicine. 

Date:  September  11,  2009. 

Closed:  8:30  a.m.  to  10:30  a.m. 

Agenda:  To  review  and  evaluate  grant 
applications  and/or  proposals. 

Open:  11  a.m.  to  4  p.m. 

Agenda:  Opening  remarks  by  the  Director 
of  the  National  Center  for  Complementary 
and  Alternative  Medicine,  presentation  of  a 
new  research  initiative,  and  other  business  of 
the  Council. 

Place:  National  Institutes  of  Health, 
Neuroscience  Building,  6001  Executive 
Boulevard,  Conference  Rooms  C  &  D, 
Bethesda,  MD  20892. 

Contact  Person:  Martin  H.  Goldrosen,  PhD., 
Executive  Secretary,  Director,  Division  of 
Extramural  Activities,  National  Center  for 
Complementary  and  Alternative  Medicine, 
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National  Institutes  of  Health,  6707 
Democracy  Blvd.,  Suite  401,  Bethesda,  MD 
20892.  (301)  594-2014. 

The  public  comments  session  is  scheduled 
from  3:30-4  p.m.,  but  could  change 
depending  on  the  actual  time  spent  on  each 
agenda  item.  Each  speaker  will  be  permitted 
5  minutes  for  their  presentation.  Interested 
individuals  and  representatives  of 
organizations  are  requested  to  notify  Dr. 
Martin  H.  Goldrosen,  National  Center  for 
Complementary  and  Alternative  Medicine, 
NIH,  6707  Democracy  Boulevard,  Suite  401, 
Bethesda,  Maryland,  20892,  301-594-2014, 
Fax:  301-480-9970.  Letters  of  intent  to 
present  comments,  along  with  a  brief 
description  of  the  organization  represented, 
should  be  received  no  later  than  5  p.m.  on 
September  7,  2009.  Only  one  representative 
of  an  organization  may  present  oral 
comments.  Any  person  attending  the  meeting 
who  does  not  request  an  opportunity  to  speak 
in  advance  of  the  meeting  may  be  considered 
for  oral  presentation,  if  time  permits,  and  at 
the  discretion  of  the  Chairperson.  In 
addition,  written  comments  may  be 
submitted  to  Dr.  Martin  H.  Coldrosen  at  the 
address  listed  above  up  to  ten  calendar  days 
(September  21,  2009)  following  the  meeting. 

Copies  of  the  meeting  agenda  and  the 
roster  of  members  will  be  furnished  upon 
request  by  contacting  Dr.  Martin  H. 
Coldrosen,  Executive  Secretary,  NACCAM, 
National  Center  for  Complementary  and 
Alternative  Medicine,  National  Institutes  of 
Health,  6707  Democracy  Boulevard,  Suite 
401,  Bethesda,  Maryland  20892,  301-594- 
2014,  Fax  301-480-9970,  or  via  e-mail  at 
naccames@mail.nih.gov. 

In  the  interest  of  security,  NIH  has 
instituted  stringent  procedimes  for  entrance 
into  the  building  by  non-government 
employees.  Persons  without  a  government 
I.D.  will  need  to  show  a  photo  I.D.  and  sign- 
in  at  the  security  desk  upon  entering  the 
building. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.701,  ARRA  Related 
Biomedical  Research  and  Research  Support 
Awards.;  93.213,  Research  and  Training  in 
•Complementary  and  Alternative  Medicine, 
National  Institutes  of  Health,  HHS) 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-17204  Filed  7-17-09;  8:45  am] 
BILLING  CODE  41 40-01 -P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Center  for  Complementary 
and  Alternative  Medicine;  Notice  of 
Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 


The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Center  for 
Complementary  and  Alternative  Medicine 
Special  Emphasis  Panel.  ARRA  Crant 
Opportunities  (RC2)  in  CAM. 

Date:  August  5,  2009. 

Time:  12  p.m.  to  4  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  Two 
Democracy  Plaza,  6707  Democracy 
Boulevard,  Bethesda,  MD  20892  (Telephone 
Conference  Call). 

Contact  Person:  Martina  Schmidt,  PhD, 
Scientific  Review  Officer,  Office  of  Scientific 
Review,  National  Center  for  Complementary 
&  Alternative  Medicine,  NIH,  6707 
Democracy  Blvd.,  Suite  401,  Bethesda,  MD 
20892,  301-594-3456, 
schmidma@mail.nib.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.701,  ARRA  Related 
Biomedical  Research  and  Research  Support 
Awards;  93.213,  Research  and  Training  in 
Complementary  and  Alternative  Medicine, 
National  Institutes  of  Health,  HHS) 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-17205  Filed  7-17-09;  8:45  am] 
BILLING  CODE  414(M)1-P 

DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Heart,  Lung,  and  Blood 
Institute;  Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy, 


Name  of  Committee:  National  Heart,  Lung, 
and  Blood  Institute  Special  Emphasis  Panel; 
Cardiac  Translational  Research 
Implementation  Program. 

Dale:  July  24,  2009. 

Time:  8  a.m.  to  5:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Hyatt  Regency  Bethesda,  One 
Bethesda  Metro  Center,  7400  Wisconsin 
Avenue,  Bethesda,  MD  20814. 

Contact  Person:  Youngsuk  Oh,  PhD, 
Scientific  Review  Officer,  Review  Branch/ 
DERA,  National  Heart,  Lung,  and  Blood 
Institute,  6701  Rockledge  Drive,  Room  7182, 
Bethesda,  MD  20892-7924,  301-435-0277, 
yoh@maiI.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.233,  National  Center  for 
Sleep  Disorders  Research;  93.837,  Heart  and 
Vascular  Diseases  Research;  93.838,  Lung 
Diseases  Research;  93.839,  Blood  Diseases 
and  Resources  Research,  National  Institutes 
of  Health,  HHS) 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-17206  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Cancer  Institute;  Cancellation 
of  Meeting 

Notice  is  hereby  given  of  the 
cancellation  of  the  National  Cancer 
Institute  Special  Emphasis  Panel, 

August  5,  2009,  8  a.m.  to  August  6, 

2009,  5  p.m.,  Marriott  Bethesda  North 
Hotel  &  Conference  Center,  Bethesda, 
MD  which  was  published  in  the  Federal 
Register  on  June  26,  2009,  74FR30592. 

This  notice  is  to  cancel  the  NCI- 
ARRA  Grand  Opportunities-Clinical/ 
Translational  Special  Emphasis  Panel 
that  was  to  be  held  on  August  5-6,  2009. 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-17207  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4140-01-P 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Center  for  Research 
Resources;  Notice  of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Center  for 
Research  Resources  Special  Emphasis  Panel; 
Biotechnology. 

Date:  August  17,  2009. 

Time:  8  a.m.  to  9  a.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health, 
Democracy  1,  6701  Democracy  Blvd.,  i070, 
Bediesda,  MD  20892  (Virtual  Meeting). 

Contact  Person:  Martha  F.  Matocha,  PhD, 
Scientific  Review  Officer*  Office  of  Review, 
National  Center  for  Research  Resources, 
National  Institutes  of  Health,  6701 
Democracy  Blvd.,  1  Democracy  Plaza,  Rm. 
1070,  Bethesda,  MD  20892,  301-435-0810, 
matocham@maiI.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.306,  Comparative  Medicine; 
93.333,  Clinical  Research;  93.371,  Biomedical 
Technology;  93.389,  Research  Infrastructure, 
93.306,  93.333;  93.702,  ARRA  Related 
Construction  Awards,  National  Institutes  of 
Health,  HHS) 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-17208  Filed  7-17-09;  8:45  am] 
SILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Heaith 

National  Center  on  Minority  Health  and 
Health  Disparities;  Notice  of  Closed 
Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 


provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Center  on 
Minority  Health  and  Health  Disparities 
Special  Emphasis  Panel;  Panel  1:  Bioethics 
Centers. 

Date:  July  27,  2009. 

Time:  8  a.m.  to  1  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  Marriott,  5151  Pooks  Hill 
Road,  Bethesda,  MD  20814. 

Contact  Person:  Prabha  L.  Atreya,  PhD, 
Chief,  Office  of  Scientific  Review,  National 
Center  on  Minority  Health  and  Health 
Disparities,  6707  Democracy  Boulevard, 

Suite  800,  Bethesda,  MD  20892,  (301)  594- 
8696,  atreyapr@mail.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  National  Center  on 
Minority  Health  and  Health  Disparities 
Special  Emphasis  Panel;  Panel  2  Recovery 
Centers. 

Date.  July  27,  2009. 

Time:  1:30  p.m.  to  5:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  Marriott,  5151  Pooks  Hill 
Road,  Bethesda,  MD  20814. 

Contact  Person:  Prabha  L.  Atreya,  PhD, 
Chief,  Office  of  Scientific  Review,  National 
Center  on  Minority  Health  and  Health 
Disparities,  6707  Democracy  Boulevard, 

Suite  800,  Bethesda,  MD  20892,  (301)  594- 
,8696,  atreyapr@mail.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  National  Center  on 
Minority  Health  and  Health  Disparities 
Special  Emphasis  Panel;  Panel  3  Data 
Centers. 

Date:  July  28,  2009. 

Time:  8  a.m.  to  1  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  Marriott,  5151  Pooks  Hill 
Road,  Bethesda,  MD  20814. 

Contact  Person:  Prabha  L.  Atreya,  PhD, 
Chief,  Office  of  Scientific  Review,  National 
Center  on  Minority  Health  and  Health 
Disparities,  6707  Democracy  Boulevard, 
Suite  800,  Bethesda,  MD  20892,  (301)  594- 
8696,  atreyapr@mail.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
'  limitations  imposed  by  the  review  and 
funding  cycle.  • 

Name  of  Committee:  National  Center  on 
Minority  Health  and  Health  Disparities 


Special  Emphasis  Panel;  Panel  4:  Social 
Determinants. 

Date:  July  28-30,  2009. 

Time:  8  a.m.  to  3  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  Bethesda  Marriott,  5151  Pooks  Hill 
Road,  Bethesda,  MD  20814. 

Contact  Person:  Prabha  L.  Atreya,  PhD, 
Chief,  Office  of  Scientific  Review,  National 
Center  on  Minority  Health  and  Health 
Disparities,  6707  Democracy  Boulevard, 
Suite  800,  Bethesda,  MD  20892,  (301)  594- 
8696,  atreyapr@mail.nih.gov. 

This  notice  is  being  published  less  than  15 
days- prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  No.  93.701,  ARRA  Related 
Biomedical  Research  and  Research  Support 
Awards,  National  Institutes  of  Health,  HHS) 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory 
Committee  Policy. 

[FR  Doc.  E9-17200  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

Center  for  Scientific  Review;  Notice  Of 
Closed  Meetings 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Comihittee  Act,  as 
amended  (5  U.S.C.  App.),  notice  is 
hereby  given  of  the  following  meetings. 

The  meetings  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4)  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  Competitive 
Revision:  Neuroscience  Research. 

Date:  July  27,  2009. 

Time:  11:30  a.m.  to  1:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892 
(Telephone  Conference  Call). 

Contact  Person:  Julius  Cinque,  MS, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  5186, 
MSC  7846,  Bethesda,  MD  20892.  (301)  435- 
1252.  cinquej@csr.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
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limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel, 
Neurodegenerative  Disorders. 

Date:  July  27,  2009. 

Time:  12  p.m.  to  3  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892 
(Telephone  Conference  Call). 

Contact  Person:  Lawrence  Baizer,  PhD 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  4152, 
MSC  7850,  Bethesda,  MD  20892.  (301)  435- 
1257.  baizerl@csr.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  Member 
Conflict  Revisions. 

Date:  July  28-30,  2009. 

Time:  7  a.m.  to  1  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892 
(Virtual  Meeting). 

Contact  Person:  Bernard  F.  Driscoll,  PhD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  5184, 
MSC  7844,  Bethesda,  MD  20892.  (301)  435- 
1242.  driscolb@csr.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  Sensory 
Neuroscience. 

Date;  July  30-31,  2009. 

Time:  7  a.m.  to  8  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892 
(Virtual  Meeting). 

Contact  Person:  Bernard  F.  Driscoll,  PhD, 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  5184, 
MSC  7844,  Bethesda,  MD  20892.  (301)  435- 
1242.  driscolb@csr.nih.gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  Competitive 
Revision:  Biobehavioral  Regulation  and 
Learning. 

Date:  July  30,  2009. 

Time:  1  p.m.  to  2  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892 
(Telephone  Conference  Call). 

Contact  Person:  Biao  Tian,  PhD,  Scientific 
Review  Officer,  Center  for  Scientific  Review, 


National  Institutes  of  Health,  6701  Rockledge 
Drive,  Room  3089B,  MSC  7848,  Bethesda, 

MD  20892.  (301)  402-4411. 
tianbi@csr.nib  .gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  Member 
Conflict:  Biobehavioral  Regulation  and 
Learning. 

Date;  July  30,  2009. 

Time:  2  p.m.  to  4  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Telephone  Conference  Call). 

Contact  Person:  Biao  Tian,  PhD,  Scientific 
Review  Officer,  Center  for  Scientific  Review, 
National  Institutes  of  Health,  6701  Rockledge 
Drive,  Room  3089B,  MSC  7848,  Bethesda, 
MD  20892.  (301)  402-4411. 
tianbi@csr.nih  .gov. 

This  notice  is  being  published  less  than  15 
days  prior  to  the  meeting  due  to  the  timing 
limitations  imposed  by  the  review  and 
funding  cycle. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  Genes, 
Genomes  and  Genetics  SEP. 

Date:  August  6-7,  2009. 

Time:  8  a.m.  to  4  p.m. 

Agenda:  To  rev'iew  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Virtual  Meeting). 

Contact  Person:  Michael  K.  Schmidt,  PhD, 
Scientific  Review  Officer,  Genter  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  2214, 
MSC  7890,  Bethesda,  MD  20892.  (301)  435- 
1147.  mscbmidt@mail.nih.gov. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  AARR 
Member  Conflicts. 

Date:  August  6-7,  2009. 

Time:  11  a.m.  to  7  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Virtual  Meeting). 

Contact  Person:  Jose  H.  Guerrier,  PhD, 
Scientific  Review  Officer,  Genter  for 
Scientific  Review,  National  Institutes  of 
Health,  6701  Rockledge  Drive,  Room  5218, 
MSC  7852,  Bethesda,  MD  20892,  301-435- 
1137,  guerriej@csr.nih.gov. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  CSR  BDCN 
Special  Emphasis  Panel:  ARRA  Grand 
Opportunity  (GO)  Grant  Applications. 

Date:  August  6,  2009. 

Time:  2  p.m.  to  4  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  6701 
Rockledge  Drive,  Bethesda,  MD  20892, 
(Telephone  Gonference  Call). 

Contact  Person:  Samuel  C.  Edwards,  PhD, 
Chief,  BDCN  IRG,  Center  for  Scientific 
Review,  National  Institutes  of  Health,  6701 


Rockledge  Drive,  Room  4200,  MSC  7812, 
Bethesda,  MD  20892,  (301)  435-1152, 
edwardssQcsr.  nih  .gov. 

Name  of  Committee:  Center  for  Scientific 
Review  Special  Emphasis  Panel,  ARRA 
Technologies. 

Date:  August  13,  2009. 

Time:  1  p.m.  to  5  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health.  6701 
Rockledge  Drive,  Bethesda.  MD  20892, 
(Telephone  Conference  Call). 

Contact  Person:  Richard  Panniers,  PhD. 
Scientific  Review  Officer,  Center  for 
Scientific  Review,  National  Iristitutes  of 
Health,  6701  Rockledge  Drive,  Room  2212, 
MSC  7890,  Bethesda,  MD  20892,  (301)  435- 
1741,  pannierr@csr.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.306,  Comparative  Medicine; 
93.333,  Clinical  Research,  93.306,  93.333, 
93.337,  93.393-93.396,  93.837-93.844, 
93.846-93.878,  93.892,  93.893,  National 
Institutes  of  Health,  HHS) 

Dated:  July  14,  2009. 

Jennifer  Spaeth, 

Director,  Office  of  Federal  Advisory' 
Committee  Policy. 

[FR  Doc.  E9-17199  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4140-01-P 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

National  Institutes  of  Health 

National  Institute  of  Diabetes  and 
Degestive  and  Kidney  Diseases;  Notice 
of  Closed  Meeting 

Pursuant  to  section  10(d)  of  the 
Federal  Advisory  Committee  Act,  as 
amended  (5  U.S.C.  App.).  notice  is 
hereby  given  of  the  following  meeting. 

The  meeting  will  be  closed  to  the 
public  in  accordance  with  the 
provisions  set  forth  in  sections 
552b(c)(4}  and  552b(c)(6),  Title  5  U.S.C., 
as  amended.  The  grant  applications  and 
the  discussions  could  disclose 
confidential  trade  secrets  or  commercial 
property  such  as  patentable  material, 
and  personal  information  concerning 
individuals  associated  with  the  grant 
applications,  the  disclosure  of  which 
would  constitute  a  clearly  unwarranted 
invasion  of  personal  privacy. 

Name  of  Committee:  National  Institute  of 
Diabetes  and  Digestive  and  Kidney  Diseases 
Special  Emphasis  Panel;  American  Recovery 
and  Reinvestment  Act  Competitive  Revision 
Review  NOT-OD— 09— 058. 

Date;  August  13,  2009. 

Time:  3  p.m.  to  4:30  p.m. 

Agenda:  To  review  and  evaluate  grant 
applications. 

Place:  National  Institutes  of  Health,  Two 
Democracy  Plaza,  6707  Democracy  Boulevard 
Bethesda,  MD  20892  (Telephone  Conference 
Call). 
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Contact  Person:  John  F.  Connaughton, 

PHD,  Chief,  Chartered  Committees  Section, 
Review  Branch,  DEA,  NIDDK,  National 
Institutes  of  Health,  Room  753,  6707 
Democracy  Boulevard,  Bethesda,  IvlD  20892- 
5452,  (301)  594-7797, 
connaughton  j@extra  .niddk.nih.gov. 

(Catalogue  of  Federal  Domestic  Assistance 
Program  Nos.  93.847,  Diabetes, 

Endocrinology  and  Metabolic  Research; 
93.848,  Digestive  Diseases  and  Nutrition 
Research;  93.849,  Kidney  Diseases,  Urology 
and  Hematology  Research;  93.701,  ARRA 
Related  Biomedical  Research  and  Research 
Support  Awards.,  National  Institutes  of 
Health,  HHS) 

Dated;  July  10  2009. 

Jennifer  Spaeth, 

Director  Office  of  Federal  Advisory  Committee 
Policy. 

[FR  Doc.  E9-17025  Filed  7-17-09;  8:45  am] 
BILLING  CODE  41 40-01 -M 


DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Substance  Abuse  and  Mental  Health 
Services  Administration 

Center  for  Substance  Abuse 
Prevention;  Notice  of  Meeting 

Pursuant  to  Public  Law  92-463, 
notice  is  hereby  given  that  the 
Substance  Abuse  and  Mental  Health 
Services  Administration  (SAMHSA)  • 
Center  for  Substance  Abuse  Prevention 
(CSAP)  National  Advisory  Council 
(NAC)  will  meet  on  August  5,  2009  from 
2  p.m.  to  4  p.m.  via  teleconference. 

The  meeting  will  include  the  review, 
discussion,  and  evaluation  of  grant 
applications  reviewed  by  Initial  Review 
Groups.  Therefore,  the  meeting  will  be 
closed  to  the  public  as  determined  by 
the  Administrator,  SAMHSA,  in 
accordance  with  Title  5  U.S.C.  552b(c) 
(6)  and  5  U.S.C.  App.2,  Section  10(d). 

Substantive  program  information,  a 
summary  of  the  meeting  and  a  roster  of 
Council  members  may  be  obtained  as 
soon  as  possible  after  the  meeting,  either 
by  accessing  the  SAMHSA  Committee 
Web  site  at  http://www.samhsa.gov/ 
council/csap/csapnac.aspx,  or  by 
contacting  the  CSAP  National  Advisory 
Council’s  Acting  Designated  Federal 
Official,  Ms.  Joyce  Weddington  (see 
contact  information  below). 

Committee  Name:  SAMHSA  Center  for 
Substance  Abuse  Prevention  National 
Advisory  Council. 

Date/Time/Type:  August  5,  2009,  2  p.m.  to 
4  p.m.:  Closed. 

Place:  SAMHSA  Building,  1  Choke  Cherry 
Road,  Conference  Room  4-1058,  Rockville, 
M^land  20857. 

Contact:  Joyce  Weddington,  Acting 
Designated  Federal  Official,  SAMHSA  CSAP 
National  Advisory  Coimcil,  1  Choke  Cherry 


Road,  Room  4—1065,  Rockville,  Maryland 
20857,  Telephone:  (240)  276-2448,  Fax: 
(240)276-2430,  E-mail: 
joyce.weddington@samhsb.hhs.gov. 

Dated:  July  10,  2009. 

Toian  Vaughn, 

Committee  Management  Officer,  Substance 
Abuse  and  Mental  Health  Services 
A  dministration . 

[FR  Doc.  E9-17143  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  4162-20-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 
[USCG-2009-0086] 

Collection  of  Information  Under 
Review  by  Office  of  Management  and 
Budget:  0MB  Control  Number:  1625- 
0071 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Thirty-day  notice  requesting 
comments. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  of  1995,  this 
request  for  comments  announces  that 
the  U.S.  Coast  Guard  is  forwarding  an 
Information  Collection  Request  (ICR), 
abstracted  below,  to  the  Office  of 
Information  and  Regulatory  Affairs 
(OIRA),  Office  of  Management  and 
Budget  (0MB)  requesting  an  extension 
of  its  approval  for  the  following 
collection  of  information:  1625-0071, 
Boat  Owner’s  Report,  Possible  Safety 
Defect.  Our  ICR  describes  the 
information  we  seek  to  collect  from  the 
public.  Review  and  comments  by  OIRA 
ensure  we  only  impose  paperwork 
burdens  commensurate  with  our 
performance  of  duties. 

DATES:  Please  submit  comments  on  or 
before  August  19,  2009. 

ADDRESSES:  You  may  submit  comments 
identified  by  Coast  Guard  docket 
number  [USCG-2009-0086]  to  the 
Docket  Management  Facility  (DMF)  at 
the  U.S.  Department  of  Transportation 
(DOT)  or  to  OIRA.  To  avoid  duplication, 
please  submit  your  comments  by  only 
one  of  the  following  means: 

(1)  Electronic  submission,  (a)  To  Coast 
Guard  docket  at  http:// 
www.regulations.gov.  (b)  To  OIRA  by  e- 
mail  via:  oira_submission@omb.eop.gov. 

(2)  Mail  or  Hand  delivery,  (a)  DMF 
(M-30),  DOT,  West  Building  Ground 
Floor,  Room  W12-140, 1200  New  Jersey 
Avenue,  SE.,  Washington,  DC  20590- 
0001.  Hand  deliver  between  the  hours  of 
9  a.m.  cmd  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The 
telephone  number  is  202-366-9329.  (b) 


To  OIRA,  725  17th  Street,  NW., 
Washington,  DC  20503,  attention  Desk 
Officer  for  the  Coast  Guard. 

(3)  Fax.  (a)  To  DMF,  202-493-2251. 

(b)  To  OIRA  at  202-395-6566.  To 
ensure  your  comments  are  received  in 
time,  mark  the  fax,  attention  Desk 
Officer  for  the  Coast  Guard. 

The  DMF  maintains  the  public  docket 
for  this  Notice.  Comments  and  material 
received  from  the  public,  as  well  as  . 
documents  mentioned  in  this  Notice  as 
being  available  in  the  docket,  will 
become  part  of  the  docket  and  will  be 
available  for  inspection  or  copying  at 
room  W12-140  on  the  West  Building 
Ground  Floor,  1200  New  Jersey  Avenue, 
SE.,  Washington,  DC,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  You  may  also 
find  the  docket  on  the  Internet  at 
http://www.regulations.gov. 

A  copy  of  the  ICR  is  available  through 
the  docket  on  the  Internet  at  http:// 

^  www.regulations.gov.  Additionally, 
copies  are  available  from: 

Commandant  (CG— 611),  Attn 
Paperwork  Reduction  Act  Manager,  U.S. 
Coast  Guard,  2100  2nd  St.,  SW.,  Stop 
7101,  Washington,  DC  20593-7101. 

FOR  FURTHER  INFORMATION  CONTACT: 
Contact  Mr.  Arthur  Requina,  Office  of 
Information  Management,  telephone 
202-475-3523  or  fax  202-475-3929,  for 
questions  on  these  documents.  Contact 
Ms.  Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  202-366-9826,  for 
questions  on  the  docket. 

SUPPLEMENTARY  INFORMATION:  The  Coast 
Guard  invites  comments  on  whether 
this  ICR  should  be  granted  based  on  it 
being  necessary  for  the  proper 
performance  of  Departmental  functions. 
In  particular,  the  Coast  Guard  would 
appreciate  comments  addressing:  (1) 

The  practical  utility  of  the  collections; 

(2)  the  accuracy  of  the  estimated  burden 
of  the  collections;  (3)  ways  to  enhance 
the  quality,  utility,  and  clarity  of 
information  subject  to  the  collections; 
and  (4)  ways  to  minimize  the  burden  of 
collections  on  respondents,  including 
the  use  of  automated  collection 
techniques  or  other  forms  of  information 
technology. 

Comments  to  Coast  Guard  or  OIRA 
must  contain  the  0MB  Control  Number 
of  the  ICR.  They  must  also  contain  the 
docket  number  of  this  request  [USCG 
2009-0086].  For  your  comments  to 
OIRA  to  be  considered,  it  is  best  if  they 
are  received  on  or  before  August  19, 
2009. 

Public  participation  and  request  for 
comments:  We  encourage  you  to 
respond  to  this  request  by  submitting 
comments  and  related  materials.  We 
will  post  all  comments  received. 


Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 /Notices 


35201 


without  change,  to  http:// 
www.reguIations.gov.  They  will  include 
any  personal  information  you  provide. 
We  have  an  agreement  with  DOT  to  use 
their  DMF.  Please  see  the  “Privacy  Act” 
paragraph  below. 

Submitting  comments:  If  you  submit  a 
comment,  please  include  the  docket 
number  [USCG-2009-00861,  indicate 
the  specific  section  of  the  document  to 
which  each  comment  applies,  providing 
a  reason  for  each  comment.  We 
recommend  you  include  your  name, 
mailing  address,  an  e-mail  address,  or 
other  contact  information  in  the  body  of 
your  document  so  that  we  can  contact 
you  if  we  have  questions  regarding  your 
submission.  You  may  submit  comments 
and  material  by  electronic  means,  mail, 
fax,  or  delivery  to  the  DMF  at  the 
address  under  ADDRESSES;  but  please 
submit  them  by  only  one  means.  If  you 
submit  them  by  mail  or  delivery,  submit 
them  in  an  unbound  format,  no  larger 
than  8V2  by  11  inches,  suitable  for 
copying  and  electronic  filing.  If  you 
submit  them  by  mail  and  would  like  to 
know  that  they  reached  the  Facility, 
please  enclose  a  stamped,  self-addressed 
postcard  or  envelope.  In  response  to 
your  comments,  we  may  revise  the  ICR 
or  decide  not  to  seek  an  extension  of 
approval  for  this  collection.  The  Coast 
Guard  and  OIRA  will  consider  all  • 
comments  and  material  received  during 
the  comment  period. 

Viewing  comments  and  documents: 
Go  to  http://www.regulations.gov  to 
view  documents  mentioned  in  this 
Notice  as  being  available  in  the  docket. 
Enter  the  docket  number  [USCG-2009- 
0086]  in  the  Search  box,  and  click, 
“Go».  You  may  also  visit  the  DMF  in 
room  W12-140  on  the  West  Building 
Ground  Floor,  1200  New  Jersey  Avenue, 
SE.,  Washington,  DC,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

Privacy  Act:  Anyone  can  search  the 
electronic  form  of  all  comments 
received  in  dockets  by  the  name  of  the 
individual  submitting  the  comment  (or 
signing  the  comment,  if  submitted  on 
behalf  of  an  association,  business,  labor 
union,  etc.).  You  may  review  the 
Privacy  Act  statement  regarding  our 
public  dockets  in  the  January  17,  2008 
issue  of  the  Federal  Register  (73  FR 
3316). 

Previous  Request  for  Comments 


Information  Collection  Request 

Title:  Boat  Owner’s  Report,  Possible 
Safety  Defect. 

OMB  Control  Number:  1625-0071. 

Type  of  Request:  Revision  of  a 
currently  approved  collection. 

Respondents:  Owners  and  users  of 
recreational  boats  and  items/designated 
associated  equipment. 

Abstract:  Title  46  U.S.C.  4310  gives 
the  Coast  Guard  authority  to  require 
manufacturers  of  recreational  boats  and 
certain  items/designated  associated 
equipment  to  notify  owners  and 
remedy;  (1)  Defects  that  create  a 
substantial  risk  of  personal  injmry  to  the 
public;  and  (2)  failures  to  comply  with 
applicable  Federal  safety  standards. 

Forms:  CG-5578. 

Burden  Estimate:  The  estimated 
annual  burden  has  increased  from  13.2 
hours  to  17.8  per  year. 

Authority:  The  Paperwork  Reduction  Act 
of  1995;  44  U.S.C.  Chapter  35,  as  amended. 

Dated:  July  13,  2009. 

M.B.  Lytle, 

Captain,  U.S.  Coast  Guard  Acting  Assistant 
Commandant  for  Command,  Control, 
Communications,  Computers  and 
Information  Technology. 

[FR  Doc.  E9-17095  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-15-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 
[USCG-2009-0588] 

Information  Collection  Request  to 
Office  of  Management  and  Budget; 

OMB  Controi  Numbers:  1625-0012 

agency:  Coast  Guard,  DHS. 

ACTION:  Sixty-day  notice  requesting 
comments. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  of  1995,  the 
U.S.  Coast  Guard  intends  to  submit  an 
Information  Collection  Request  (ICR) 
and  Analysis  to  the  Office  of 
Management  and  Budget  (OMB) 
requesting  an  extension  of  its  approval 
for  the  following  collection  of 
information:  1625-0012,  Certificate  of 
Discharge  to  Merchant  Mariners.  Before 
submitting  this  ICR  to  OMB,  the  Coast 
Guard  is  inviting  comments  as 
described  below. 

DATES:  Comments  must  reach  the  Coast 
GuEu-d  on  or  before  September  18,  2009. 
ADDRESSES:  To  avoid  duplicate 
submissions  to  the  docket  [USCG-2009- 
0588],  please  use  only  one  of  the 
following  means: 

(1)  Online:  http:// 
www.regulations.gov. 


This  request  provides  a  30-day 
comment  period  required  by  OIRA.  The 
Coast  Guard  has  published  the  60-day 
notice  (74  FR  10751,  March  12,  2008) 
required  by  44  U.S.C.  3506(c)(2).  That 
Notice  elicited  no  comments. 


(2)  Mail:  Docket  Management  Facility 
(DMF)  (M-30),  U.S.  Department  of 
Transportation  (DOT),  West  Building 
Ground  Floor,  Room  W12-140,  1200 
New  Jersey  Avenue,  SE.,  Washington, 

DC  20590-0001. 

(3)  Hand  deliver:  Same  as  mail 
address  above,  between  9  a.m.  and  5 
p.m.,  Monday  through  Friday,  except 
Federal  holidays.  The  telephone  number 
is  202-366-9329. 

(4)  Fax: 202-493-2251. 

The  DMF  maintains  the  public  docket 
for  this  Notice.  Comments  and  material 
received  from  the  public,  as  well  as 
documents  mentioned  in  this  Notice  as 
being  available  in  the  docket,  will 
become  part  of  this  docket  and  will  be 
available  for  inspection  or  copying  at 
room  W12-140  on  the  West  Building 
Ground  Floor,  1200  New  Jersey  Avenue 
SE.,  Washington,  DC,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  You  may  also 
find  the  docket  on  the  Internet  at  http:// 
www.regulations.gov. 

A  copy  of  the  ICR  is  available  through 
the  docket  on  the  Internet  at  http:// 
www.regulations.gov.  Additionally,  a 
copy  is  available  from:  Commandant 
(CG-611),  Attn  Paperwork  Reduction 
Act  Manager,  US  Coast  Guard,  2100  2nd 
St.,  SW  Stop  7101,  Washington  DC 
20593-7101. 

FOR  FURTHER  INFORMATION  CONTACT: 

Contact  Mr.  Arthur  Requina,  Office  of 
Information  Management,  telephone 
202-475-3523,  or  fax  202-475-3929,  for 
questions  on  these  documents.  Contact 
Ms.  Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  202-366-9826,  for 
questions  on  the  docket. 

SUPPLEMENTARY  INFORMATION: 

Public  Participation  and  Request  for 
Comments 

The  Coast  Guard  invites  comments  on 
whether  this  ICR  should  be  granted 
based  on  the  collections  being  necessary 
for  the  proper  performance  of 
Departmental  functions.  In  particular, 
the  Coast  Guard  would  appreciate 
comments  addressing:  (1)  The  practical 
utility  of  the  collections;  (2)  the 
accuracy  of  the  estimated  burden  of  the 
collections;  (3)  ways  to  enhance  the 
quality,  utility,  and  clarity  of 
information  subject  to  the  collections; 
and  (4)  ways  to  minimize  the  burden  of 
the  collections  on  respondents, 
including  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology. 

We  encourage  you  to  respond  to  this 
request  by  submitting  comments  and 
related  materials.  We  will  post  all 
comments  received,  without  change,  to 
http://www.regulations.gov.  They  will 
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include  any  personal  information  you 
provide.  We  have  an  agreement  with 
DOT  to  use  their  DMF.  Please  see  the 
“Privacy  Act”  paragraph  below. 

Submitting  comments:  If  you  submit  a 
comment,  please  include  the  docket 
number  [USCG-2009-0588],  indicate 
the  specific  section  of  the  document  to 
which  each  comment  applies,  providing 
a  reason  for  each  comment.  We 
recommend  you  include  your  name, 
mailing  address,  an  e-mail  address,  or 
other  contact  information  in  the  body  of 
your  document  so  that  we  can  contact 
you  if  we  have  questions  regarding  your 
submission.  You  may  submit  your 
comments  and  material  by  electronic 
means,  mail,  fax,  or  delivery  to  the  DMF 
at  the  address  under  ADDRESSES;  but 
please  submit  them  by  only  one  means. 

If  you  submit  them  by  mail  or  delivery, 
submit  them  in  an  unbound  format,  no 
larger  than  8V2  by  11  inches,  suitable  for 
copying  and  electronic  filing.  If  you 
submit  them  by  mail  and  would  like  to 
know  that  they  reached  the  Facility, 
please  enclose  a  stamped,  self-addressed 
postcard  or  envelope.  We  will  consider 
all  comments  and  material  received 
during  the  comment  period  and  will 
address  them  accordingly. 

Viewing  comments  and  documents: 

Go  to  http://www.regulations.gov  to 
view  documents  mentioned  in  this 
Notice  as  being  available  in  the  docket. 
Enter  the  docket  number  for  this  Notice 
[USCG— 2009-0588]  in  the  Search  box, 
and  click  “Go».”  You  may  also  visit 
the  DMF  in  room  W12-140  on  the  West 
Building  Ground  Floor,  1200  New  Jersey 
Avenue,  SE.,  Washington,  DC,  between 
9  a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays. 

Privacy  Act:  Anyone  can  search  the 
electronic  form  of  all  comments 
received  in  dockets  by  the  name  of  the 
individual  submitting  the  comment  (or 
signing  the  comment,  if  submitted  on 
behalf  of  an  association,  business,  labor 
union,  etc.).  You  may  review  the 
Privacy  Act  statement  regarding  our 
public  dockets  in  the  January  17,  2008 
issue  of  the  Federal  Register  (73  FR 
3316). 

Information  Collection  Request 

Title:  Certificate  of  Discharge  to 
Merchant  Mariners. 

OMB  Control  Number:  1625-0012. 

Summary:  This  information  collection 
provides  the  basis  for  determining 
eligibility  for  issuance  of  a  merchant 
mariner’s  credential(s);  to  determine 
eligibility  for  various  benefits  such  as 
medical  and  retirement;  and  to  provide 
information  to  the  U.S.  Maritime 
Administration  (MARAD)  on  the 
availability  of  mariners  in  a  time  of 
national  emergency. 


Need:  In  accordance  with  46  U.S.C. 
part  10311,  each  master  or  individual  in 
charge  of  a  vessel  shall,  for  each 
merchant  mariner  being  discharged 
from  the  vessel,  prepare  a  certificate  of 
discharge  and  two  copies;  whether  by 
writing  or  typing  on  the  prescribed  form 
with  permanent  ink,  or  by  using  a 
computer-generated  form  to  be  signed 
with  permanent  ink. 

Forms:  CG-718A. 

Respondents:  Masters  and  operators 
of  vessels. 

Frequency:  One  for  every  credentialed 
mariner  for  each  voyage. 

Burden  Estimate:  The  estimated 
burden  has  increased  from  1,743.33 
hours  to  2,443  hours  a  year. 

Dated:  July  13,  2009. 

M.B.  Lytle, 

Captain,  U.S.  Coast  Guard,  Acting  Assistant 
Commandant  for  Command,  Control, 
Communications,  Computers  and 
Information  Technology. 

[FR  Doc.  E9-17099  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-1S-P 


DEPARTMENT  OF  HOMELAND 
SECURITY 

Coast  Guard 

[USCG-2009-0116] 

Collection  of  Information  Under 
Review  by  Office  of  Management  and 
Budget:  OMB  Control  Numbers:  1625- 
0033  and  1625-0039 

AGENCY:  Coast  Guard,  DHS. 

ACTION:  Thirty-day  notice  requesting 
comments. 

SUMMARY:  In  compliance  with  the 
Paperwork  Reduction  Act  of  1995,  this 
request  for  comments  announces  that 
the  U.S.  Coast  Guard  is  forwarding  two 
Information  Collection  Requests  (ICRs),  . 
abstracted  below,  to  the  Office  of 
Information  and  Regulatory  Affairs 
(OIRA),  Office  of  Management  and 
Budget  (OMB)  requesting  an  extension 
of  its  approval  for  the  following 
collections  of  information:  (1)  1625- 
0033,  Display  of  Fire  Control  Plans  for 
Vessels:  and  (2)  1625-0039,  Declaration 
of  Inspection  Before  Transfer  of  Liquid 
Cargo  in  Bulk.  Review  and  comments  by 
OIRA  ensure  we  only  impose  paperwork 
burdens  commensurate  with  our 
performance  of  duties. 

DATES:  Please  submit  comments  on  or 
before  August  19,  2009. 

ADDRESSES:  You  may  submit  comments 
identified  by  Coast  Guard  docket 
number  [USCG-2009-0116]  to  the 
Docket  Management  Facility  (DMF)  at 
the  U.S.  Department  of  Transportation 


(DOT)  or  to  OIRA.  To  avoid  duplication, 
please  submit  your  comments  by  only 
one  of  the  following  means: 

(1)  Electronic  submission,  (a)  To  Coast 
Guard  docket  at  http:// 
www.regulation.gov.  (b)  To  OIRA  by  e- 
mail  via:  oira_submission@omb.eop.gov. 

(2)  Mail  or  Hand  delivery,  (a)  DMF 
(M-30),  DOT,  West  Building  Ground 
Floor,  Room  W12-140, 1200  New  Jersey 
Avenue,  SE.,  Washington.  DC  20590- 
0001.  Hand  deliver  between  the  hours  of 
9  a.m.  and  5  p.m.,  Monday  through 
Friday,  except  Federal  holidays.  The 
telephone  number  is  202-366-9329.  (b) 
To  OIRA,  725  17th  Street,  NW., 
Washington,  DC  20503,  attention  Desk 
Officer  for  the  Coast  Guard. 

(3)  Fax.  (a)  To  DMF,  202-493-2251. 

(b)  To  OIRA  at  202-395-6566.  To 
ensure  your  comments  are  received  in 
time,  mark  the  fax,  attention  Desk 
Officer  for  the  Coast  Guard. 

The  DMF  maintains  the  public  docket 
for  this  Notice.  Comments  and  material 
received  from  the  public,  as  well  as 
documents  mentioned  in  this  Notice  as 
being  available  in  the  docket,  will 
become  part  of  the  docket  and  will  be 
available  for  inspection  or  copying  at 
room  Wl  2-140  on  the  West  Building 
Ground  Floor,  1200  New  Jersey  Avenue, 
SE.,  Washington,  DC,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays.  You  may  also 
find  the  docket  on  the  Internet  at 
http ://  www.regulations.gov. 

Copies  of  the  ICRs  are  available 
through  the  docket  on  the  Internet  at 
http://www.regulations.gov. 
Additionally,  copies  are  available  from: 
Commandant  (CG— 611),  Attn  Paperwork 
Reduction  Act  Manager,  US  Coast 
Guard,  2100  2nd  St.,  SW.,  Stop  7101, 
Washington,  DC  20593-7101. 

FOR  FURTHER  INFORMATION  CONTACT: 
Contact  Mr.  Arthur  Requina,  Office  of 
Information  Management,  telephone 
202-475-3523  or  fax  202-475-3929,  for 
questions  on  these  documents.  Contact 
Ms.  Renee  V.  Wright,  Program  Manager, 
Docket  Operations,  202-366-9826,  for 
questions  on  the  docket. 

SUPPLEMENTARY  INFORMATION:  The  Coast 
Guard  invites  comments  on  whether 
these  ICRs  should  be  granted  based  on 
it  being  necessary  for  the  proper 
performance  of  Departmental  functions. 
In  particular,  the  Coast  Guard  would 
appreciate  comments  addressing:  (1) 
The  practical  utility  of  the  collections; 
(2)  the  accuracy  of  the  estimated  burden 
of  the  collections;  (3)  ways  to  enhance 
the  quality,  utility,  and  clarity  of 
information  subject  to  the  collections; 
and  (4)  ways  to  minimize  the  burden  of 
collections  on  respondents,  including 
the  use  of  automated  collection 
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techniques  or  other  forms  of  information 
technology. 

Comments  to  Coast  Guard  or  OIRA 
must  contain  the  OMB  Control  Number 
of  the  ICR.  They  must  also  contain  the 
docket  number  of  this  request,  [USCG 
2009-0116].  For  your  comments  to 
OIRA  to  be  considered,  it  is  best  if  they 
are  received  on  or  before  the  August  19, 
2009. 

Public  participation  and  request  for 
comments:  We  encourage  you  to 
respond  to  this  request  by  submitting 
comments  and  related  materials.  We 
will  post  all  comments  received; 
without  change,  to  http:// 
www.regulations.gov.  They  will  include 
any  personal  information  you  provide. 
We  have  an  agreement  with  DOT  to  use 
their  DMF.  Please  see  the  “Privacy  Act” 
paragraph  below. 

Submitting  comments:  If  you  submit  a 
comment,  please  include  the  docket 
number  [USCG-2009-0116],  indicate 
the  specific  section  of  the  document  to 
which  each  comment  applies,  providing 
a  reason  for  each  comment.  We 
recommend  you  include  your  name, 
mailing  address,  an  e-mail  address,  or 
other  contact  information  in  the  body  of 
yom  document  so  that  we  can  contact 
you  if  we  have  questions  regarding  your 
submission.  You  may  submit  comments 
and  material  by  electronic  means,  mail, 
fax,  or  delivery  to  the  DMF  at  the 
address  under  ADDRESSES;  but  please 
submit  them  by  only  one  means.  If  you 
submit  them  by  mail  or  delivery,  submit 
them  in  an  unbound  format,  no  larger 
than  8V2  by  11  inches,  suitable  for 
copying  and  electronic  filing.  If  you 
submit  them  by  mail  and  would  like  to 
know  that  they  reached  the  Facility, 
please  enclose  a  stamped,  self-addressed 
postcard  or  envelope.  In  response  to 
your  comments,  we  may  revise  the  ICR 
or  decide  not  to  seek  an  extension  of 
approval  for  this  collection.  The  Coast 
Guard  and  OIRA  will  consider  all 
comments  and  material  received  during 
the  comment  period. 

Viewing  comments  and  documents: 
Go  to  http://www.regulations.gov  to 
view  documents  mentioned  in  this 
Notice  as  being  available  in  the  docket. 
Enter  the  docket  number  [USCG-2009- 
0116]  in  the  Search  box,  and  click, 
“Go».”  You  may  also  visit  the  DMF  in 
room  W12-140  on  the  West  Building 
Ground  Floor,  1200  New  Jersey  Avenue, 
SE.,  Washington,  DC,  between  9  a.m. 
and  5  p.m.,  Monday  through  Friday, 
except  Federal  holidays. 

Privacy  Act:  Anyone  can  search  the 
electronic  form  of  all  comments 
received  in  dockets  by  the  name  of  the 
individual  submitting  the  comment  (or 
signing  the  comment,  if  submitted  on 
behalf  of  an  association,  business,  labor 


union,  etc.).  You  may  review  the 
Privacy  Act  statement  regarding  our 
public  dockets  in  the  January  17,  2008 
issue  of  the  Federal  Register  (73  FR 
3316). 

Previous  Request  for  Comments 

This  request  provides  a  30-day 
comment  period  required  by  OIRA.  The 
Coast  Guard  has  published  the  60-day 
notice  (74  FR  10750,  March  12,  2009) 
required  by  44  U.S.C.  3506(c)(2).  That 
Notice  elicited  no  comments. 

Information  Collection  Request 

1.  Tit/e;  Display  of  Fire  Control  Plans 
for  Vessels. 

OMB  Control  Number:  1625-0033. 

Type  of  Request:  Revision  of  a 
currently  approved  collection. 

Respondents:  Owners  and  operators 
of  vessels. 

Abstract:  Under  46  U.S.C.  3305  and 
3306,  the  Coast  Guard  is  responsible  for 
the  safety  of  inspected  vessels  and  has 
promulgated  regulations  to  ensure 
standards  are  met. 

Forms:  None. 

Burden  Estimate:  The  estimated 
burden  has  decreased  from  859  hours  to 
514  hours  a  year. 

2.  Titie:  Declaration  of  Inspection 
Before  Transfer  of  Liquid  Cargo  in  Bulk. 

OMB  Control  Number:  1625-0039. 

Type  of  Request:  Revision  of  a 
currently  approved  collection. 

Respondents:  Persons-in-charge  of 
transfers. 

Abstract. •  Title  33  U.S.C.  1221 
authorizes  the  Coast  Guard  to  establish 
regulations  preventing  the  discharge  of 
oil  and  hazardous  material  from  vessels 
and  facilities.  The  Declaration  of 
Inspection  regulations  appear  at  33  CFR 
156.150  and  46  CFR  35.35-30. 

Forms:  None. 

Burden  Estimate:  The  estimated 
burden  has  decreased  ft-om  68,534  hours 
to  67,825  hours  a  year. 

Authority:  The  Paperwork  Reduction  Act 
of  1995;  44  U.S.C.  Chapter  35,  as  amended. 

Dated:  July  13,  2009. 

M.B.  Lytle, 

Captain,  U.S.  Coast  Guard,  Acting  Assistant 
Commandant  for  Command,  Control, 
Communications,  Computers  and 
Information  Technology. 

[FR  Doc.  E9-17096  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-15-P 


DEPARTMENT  OF  HOUSING  AND 
URBAN  DEVELOPMENT 

[Docket  No.  FR-5300-N-13] 

Notice  of  Availability:  Notice  of 
Funding  Availability  (NOFA)  for  Fiscal 
Year  (FY)  2009  Self-Help 
Homeownership  Opportunity  Program 

AGENCY:  Office  of  the  Assistant 
Secretary  for  Community  Plaiming  and 
Development,  HUD. 

action:  Notice. 


SUMMARY:  Through  this  notice,  HUD 
announces  the  availability  on  its  Web 
site  of  the  application  information, 
submission  deadlines,  funding  criteria, 
and  other  requirements  for  the  FY2009 
Self-Help  Homeownership  Opportunity 
Program  (SHOP)  NOFA.  The  FY2009  ' 
SHOP  NOFA  makes  $26.5  million  in 
assistance  to  national  and  regional 
nonprofit  organizations  and  consortia 
which  facilitate  and  encourage 
innovative  homeownership 
opportunities  for  low-income 
individuals  and  families.  The  notice 
providing  information  regarding  the 
application  process,  funding  criteria  and 
eligibility  requirements  is  available  on 
Grants.gov  Web  site  http:// 
a  p  plyO  7.  gran  ts.gov/a  pply/ 
forms_apps_idx.html.  A  link  to 
Grants.gov  is  also  available  on  the  HUD 
Web  site  at  http://www.hud.gov/offices/ 
adm/grants/fundsavail.cfm.  The 
Catalogue  of  Federal  Domestic 
Assistance  (CFDA)  number  for  the  Self- 
Help  Homeownership  Opportunity 
Program  is  14.247.  Applications  must  be 
submitted  electronically  through 
Grants.gov.  , 

FOR  FURTHER  INFORMATION  CONTACT:  For 

additional  information  concerning  the 
Self-Help  Homeownership  Opportunity 
Program  (SHOP),  contact  Lou 
Thompson,  Office  of  Affordable 
Housing  Programs,  Office  of  Community 
Planning  and  Development,  Department 
of  Housing  and  Urban  Development, 

451  Seventh  Street,  SW.,  Room  7168, 
Washington,  DC  20410-7000;  telephone 
202-402-4594  (this  is  not  a  toll-ft-ee 
number).  Persons  with  speech  or 
hearing  impairments  may  access  this 
telephone  number  via  TTY  by  calling 
the  toll-ft'ee  Federal  Information  Relay 
Service  during  working  hours  at  800- 
877-8339. 

Dated:  June  12,  2009. 

Nelson  R.  Bregon, 

General  Deputy  Assistant  Secretary  for 
Community  Planning  and  Development. 

[FR  Doc.  E9-17109  Filed  7-14-09;  4:15  pm] 
BILLING  CODE  4210-67-P 
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DEPARTMENT  OF  THE  INTERIOR 

Minerals  Management  Service 

Applications  for  Renewable  Energy 
Leases  and  Grants  and  Alternate  Use 
Grants  on  the  Outer  Continental  Shelf 

AGENCY:  Minerals  Management  Service 
(MMS),  Interior. 

ACTION:  Notice. 

SUMMARY:  This  notice  provides  office 
addresses  for  filing  applications  for 


renewable  energy  leases  and  grants  on 
the  Outer  Continental  Shelf. 

FOR  FURTHER  INFORMATION  CONTACT: 
Maureen  A.  Bornholdt,  Program 
Manager,  Office  of  Offshore  Alternative 
Energy  Programs,  703-787-1300. 
SUPPLEMENTARY  INFORMATION: 

On  April  22,  2009,  President  Obama 
announced  that  the  Department  of  the 
Interior  finalized  the  framework  for 
renewable  energy  production  on  the 
Outer  Continental  Shelf  (OCS).  A  final 
rule,  published  in  the  Federal  Register 


on  April  29,  2009  (74  FR  19638), 
established  a  program  to  grant  leases, 
rights-of-use  and  easements  (RUEs),  and 
rights-of-way  (ROWs)  for  orderly,  safe, 
and  environmentally  responsible 
renewable  energy  activities,  such  as  the 
siting  and  construction  of  offshore  wind 
farms,  on  the  OCS. 

Applications  for  renewable  energy 
leases,  RUEs  and  ROWs  and  alternate 
use  RUEs  on  the  OCS  are  to  be  filed 
with  the  appropriate  MMS  Office  as 
outlined  in  the  following  table. 


Project  location  by 
state 
(offshore) 


Filing  address 


•  Delaware 


Office  of  Offshore  Alternative  Energy  Programs,  Minerals  Management  Service,  Mail  Stop  4090,  381  Elden  Street, 
Herndon,  Virginia  20170-^17  Phone:  703-787-1300. 


•  Massachusetts 

•  New  Hampshire 

•  New  Jersey 

•  New  York 

•  North  Carolina 

•  Maine 

•  Maryland 

•  Rhode  Island 

•  Virginia 

•  Alabama . 


•  Florida 

•  Georgia 

•  Mississippi 

•  Louisiana 

•  South  Carolina 

•  Texas 

•  California . 

•  Hawaii 

•  Oregon 

•  Washington 

•  Alaska . 


Minerals  Management  Service,  Gulf  of  Mexico  OCS  Regional  Office,  Attn:  Renewable  Energy  Program,  Lease  Applica¬ 
tions — Mail  Stop  5400,  RUEs — Mail  Stop  5231,  ROWs — Mail  Stop  5232,  1201  Elmwood  Park  Blvd,  New  Orleans, 
Louisiana  70123,  Phone;  800-200-GULF. 


Minerals  Management  Service,  Pacific  OCS  Regional  Office,  Mail  Stop  7000,  770  Paseo  Camarillo,  2nd  Floor, 
Camarillo,  California  9301 0,  Phone:  800-672-2627. 


Minerals  Management  Service,  Alaska  OCS  Regional  Office,  Mail  Stop  8200,  Centerpoint  Building,  3801  Centerpoint 
Drive,  Suite  500,  Anchorage,  Alaska  99503,  Phone:  907-334-5200. 


Dated:  June  23,  2009. 

Chris  C.  03mes, 

Associate  Director  for  Offshore  Energy  and 
Minerals  Management. 

[FR  Doc.  E9-17163  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  4310-MR-P 


INTERNATIONAL  TRADE 
COMMISSION 

[Investigation  Nos.  701-TA-465  and  731- 
TA-1161  (Preliminary)] 

Certain  Steel  Grating  From  China 

Determinations 

On  the  basis  of  the  record  ^  developed 
in  the  subject  investigations,  the  United 
States  International  Trade  Commission 
(Conunission)  determines,  pursuant  to 


*  The  record  is  defined  in  sec.  207.2(f)  of  the 
Commission’s  Rules  of  Practice  and  Procedure  (19 
CFR  207.2(f)). 


section  703(a)  and  733(a)  of  the  Tariff 
Act  of  1930  (19  U.S.C.  167lb(a)  and  19 
U.S.C.  1673b(a))  (the  Act),  that  there  is 
a  reasonable  indication  that  an  industry 
in  the  United  States  is  threatened  with 
material  injury  by  reason  of  imports 
from  China  of  certain  steel  grating, 
provided  for  in  subheading  7308.90.70 
of  the  Harmonized  Tariff  Schedule  of 
the  United  States,  that  is  alleged  to  be 
subsidized  by  the  Government  of  China 
and  sold  in  the  United'States  at  less 
than  fair  value  (LTFV). 

Pursuant  to  section  207.18  of  the 
Commission’s  rules,  the  Commission 
also  gives  notice  of  the  commencement 
of  the  final  phase  of  its  investigations. 
The  Commission  will  issue  a  final  phase 
notice  of  scheduling,  which  will  be 
published  in  the  Federal  Register  as 
provided  in  section  207.21  of  the 
Commission’s  rules,  upon  notice  from 
the  Department  of  Commerce  ^ 

(Commerce)  of  affirmative  preliminary 


determinations  in  these  investigations 
under  sections  703(b)  and  733(b)  of  the 
Act,  or,  if  the  preliminary 
determinations  are  negative,  upon 
notice  of  affirmative  final 
determinations  in  those  investigations 
under  sections  705(a)  and  735(a)  of  the 
Act.  Parties  that  filed  entries  of 
appearance  in  the  preliminary  phase  of 
the  investigations  need  not  enter  a 
separate  appearance  for  the  final  phase 
of  the  investigations.  Industrial  users, 
and,  if  the  merchandise  under 
investigation  is  sold  at  the  retail  level, 
representative  consumer  organizations 
have  the  right  to  appear  as  parties  in 
Commission  antidumping  and 
countervailing  duty  investigations.  The 
Secretary  will  prepare  a  public  service 
list  containing  the  names  and  addresses 
of  all  persons,  or  their  representatives, 
who  are  parties  to  the  investigations. 


Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 /Notices 


35205 


Background 

On  May  29,  2009,  a  petition  was  filed 
with  the  Commission  and  Commerce  by 
Alabama  Metal  Industries,  Corp.,  of 
Birmingham,  AL  and  Fisher  &  Ludlow, 
Inc.,  of  Wexford,  PA,  alleging  that  an 
industry  in  the  United  States  is 
materially  injured  or  threatened  with 
material  injury  by  reason  of  subsidized 
and  less-than-fair-value  imports  of 
certain  steel  grating  from  China. 
Accordingly,  effective  May  29,  2009,  the 
Commission  instituted  countervailing 
duty  investigation  No.  701-TA-465 
(Preliminary)  and  antidumping  duty 
investigation  No.  731-TA-1161 
(Preliminary). 

Notice  of  the  institution  of  the 
Commission’s  investigations  and  of  a 
public  conference  to  be  held  in 
connection  therewith  was  given  by 
posting  copies  of  the  notice  in  the  Office 
of  the  Secretary,  U.S.  International 
Trade  Commission,  Washington,  DC, 
and  by  publishing  the  notice  in  the 
Federal  Register  of  June  5,  2009  (74  FR 
27049).  The  conference  was  held  in 
Washington,  DC,  on  June  19,  2009,  and 
all  persons  who  requested  the 
opportunity  were  permitted  to  appear  in 
person  or  by  counsel. 

The  Commission  transmitted  its 
determinations  in  these  investigations  to 
the  Secretary  of  Conunerce  on  July  13, 
2009.  The  views  of  the  Commission  are 
contained  in  USITC  Publication  4087 
(July  2009),  entitled  Certain  Steel 
Grating  From  China:  Investigation  Nos. 
701-TA-465  and  731-TA-1161 
(Preliminary). 

By  order  of  the  Commission. 

Issued:  July  15,  2009. 

Marilyn  R.  Abbott, 

Secretary  to  the  Commission. 

[FR  Doc.  E9-17142  Filed  7-17-09;  8:45  am] 
BILLING  CODE  7020-02-P 


LEGAL  SERVICES  CORPORATION 

Sunshine  Act  Meetings  of  the  Board  of 
Directors  and  the  Board’s  Five 
Committees;  Notice 

TIMES  AND  DATES:  The  Legal  Services 
Corporation  Board  of  Directors  and  the 
Board’s  five  Committees  will  meet  on 
July  24  &  25,  2009  in  the  order  set  forth 
in  the  following  schedule,  with  each 
meeting  commencing  promptly  upon 
adjournment  of  the  immediately 
preceding  meeting. 

PUBLIC  OBSERVATION:  The  five  committee 
Tneetings  and  most  of  the  full  board 
meeting  will  be  open  to  public 
observation,  and  members  of  the  public 
who  are  unable  to  attend  but  wish  to 


listen  to  the  proceedings  may  do  so  by 
following  the  telephone  call-in 
directions  given  below.  You  are  asked  to 
keep  your  telephone  muted  to  eliminate 
background  noises.  From  time  to  time 
comments  from  the  public  may  be 
solicited  by  the  presiding  Chairman. 

Call-In  Directions  for  Open  Sessions 
Friday,  July  24,  2009 

•  Call  toll-free  number:  1-800-247- 
9979; 

•  When  prompted,  enter  the 
following  numeric  pass  code:  20342797; 

•  When  connected  to  the  call,  please 
“MUTE”  your  telephone  immediately. 

Saturday,  July  25,  2009 

•  Call  toll-free  number;  1-800-247- 
9979; 

•  When  prompted,  enter  the 
following  numeric  pass  code:  20342797; 

•  When  connected  to  the  call,  please 
“MUTE”  your  telephone  immediately. 


Meeting  Schedule 


Friday,  July  24,  2009 

Time 

I 

1 .  Provision  for  the  Delivery  of 

1:30  p.m. 

Legal  Services  Committee 

(“Provisions  Committee”). 

2.  Audit  Committee. 

3.  Finance  Committee. 

Saturday,  July  25,  2009 

4.  Operations  &  Regulations 
Committee. 

5.  Governance  and  Perform¬ 
ance  Review  Committee. 

6.  Board  of  Directors. 

9:00  a.m. 

location:  Capitol  Plaza  Hotel,  1717  S. 
Topeka  Blvd.,  Topeka,  KS. 

STATUS  OF  MEETINGS:  Open,  except  as 
noted  below.  ^ 

July  25,  2009  Board  of  Directors 
Meeting — Open,  except  that  a  portion  of 
the  meeting  of  the  Board  of  Directors 
may  be  closed  to  the  public  pursuant  to 
a  vote  of  the  Board  of  Directors  to 
consider  and  perhaps  act  on  the  General 
Counsel’s  report  on  potential  and 
pending  litigation  involving  LSC.  The 
closed  will  also  include  a  briefing  by 
LSC’s  Inspector  General.  A  verbatim 
written  transcript  of  the  session  will  be 
made.  However,  the  transcript  of  any 
portions  of  the  closed  session  falling 
within  the  relevant  provisions  of  the 


*  Please  note  that  all  times  in  this  notice  are 
Central  Daylight  Time. 

2  Any  portion  of  the  closed  session  consisting 
solely  of  staff  briefings  does  not  fall  within  the 
Sunshine  Act’s  definition  of  the  term  “meeting” 
and,  therefore,  the  requirements  of  the  Simshine 
Act  do  not  apply  to  such  portion  of  the  closed 
session.  5  U.S.C.  552b{a)(2)  and  (b).  See  also  45  CFR 
1622.2  &  1622.3 


Government  in  the  Sunshine  Act,  5 
U.S.C.  552b(c)(10),  and  the 
corresponding  provisions  of  the  Legal 
Services  Corporation’s  implementing 
regulation,  45  CFR  1622.5(h),  will  not  be 
available  for  public  inspection.  A  copy 
of  the  General  Counsel’s  Certification 
that  in  his  opinion  the  closing  is 
authorized  by  law  will  be  available 
upon  request. 

MATTERS  TO  BE  CONSIDERED: 

Friday,  July  24,  2009 

Provision  for  the  Delivery  of  Legal 
Services  Committee 

Agenda 

1.  Approval  of  agenda. 

2.  Approval  of  the  Committee’s 
meeting  minutes  of  April  24,  2009. 

3.  Presentation  by  Kansas  Legal 
Services  on  Enhancing  Leadership  and 
Training  through  use  of  Legal  Meetings, 
an  LSC  TIG-funded  project. 

4.  Staff  Update  on  activities 
implementing  the  LSC  Private  Attorney 
Involvement  Action  Plan — Help  Close 
the  Justice  Gap:  Unleash  the  Power  of 
Pro  Bono. 

5.  Staff  Report  and  Recommendation 
on  Continuation  of  the  Herbert  S.  Garten 
Loan  Repayment  Assistance  Program. 

6.  Staff  Report  and  Recommendation 
on  Native  American  Delivery  and 
Funding  for  FY  2010. 

7.  Public  comment. 

8.  Consider  and  act  on  other  business'. 

9.  Consider  and  act  on  adjournment  of 
meeting. 

Audit  Committee 

July  24,  2009 
Agenda 

1 .  Approval  of  agenda. 

2.  Approval  of  minutes  of  the 
Committee’s  October  31,  2008  meeting. 

3.  Approval  of  minutes  of  the 
Committee’s  April  24,  2009  meeting. 

4.  Follow-up  to  FY  2008  Annual 
Audit  finding  on  classification  of 
consultants  and  update  on  Management 
response  to  OIG  Audit  of  LSC’s 
Consultant  Contracts. 

■  Victor  M.  Fortuno,  General 
Counsel. 

■  Chiles  Jeffress,  Chief 
Administrative  Officer. 

■  Jeffrey  Schanz,  Inspector  General. 

■  Ronald  Merryman,  Assistant 
Inspector  General  for  Audit. 

5.  Report  on  selection  of  outside 
auditor  for  FY  2009. 

■  Jeffrey  Schanz,  Inspector  General. 

6.  Public  comment. 

7.  Consider  and  act  on  other  business. 

8.  Consider  and  act  on  adjournment  of 
meeting. 
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Finance  Committee 
July  24,  2009 
Agenda 

1.  Approval  of  agenda. 

2.  Approval  of  the  minutes  of  the 
Committee’s  meeting  of  April  24,  2009. 

3.  Staff  report  on  repayment  of  LRAP 
funds. 

■  Victor  M.  Fortuno,  General 
Counsel. 

■  John  Constance,  Director,  . 
Government  Relations  and  Public 
Affairs. 

4.  Consider  and  act  on  revisions  to  the 
Consolidated  Operating  Budget  for  FY 
2009  including  internal  budgetary 
adjustments  and  recommend  Resolution 
#  2009-005  to  the  full  Board. 

■  Presentation  by  David  Richardson, 
Treasurer/Comptroller. 

■  Comments  by  Charles  Jeffress, 
Chief  Administrative  Officer. 

5.  Presentation  on  LSC’s  Financial 
Reports  for  the  first  six  months  of  FY 
2009. 

■  Presentation  by  David  Richardson, 
T  reasurer/Comptroller. 

■  Comments  by  Charles  Jeffi'ess, 
Chief  Administrative  Officer. 

6.  Consider  and  act  on  proposed  2009 
pay  increase.  - 

■  Presentation  by  David  Richardson, 
Treasurer/Comptroller. 

■  Comments  by  Charles  Jeffress, 
Chief  Administrative  Officer. 

■  Comments  by  Jeffrey  Schanz, 
Inspector  General. 

7.  Report  on  FY  2010  appropriations 
process. 

■  Presentation  by  John  Constance, 
Director,  Government  Relations  and 
Public  Affairs. 

8.  Consider  and  Act  on  the  Temporary 
Operating  Budget  for  FY  2010  and 
recommend  Resolution  #  2009-006  to 
the  full  Board  for  action. 

■  Presentation  by  David  Richardson, 
Treasurer/Comptroller. 

■  Comments  by  Charles  Jeffress, 
Chief  Administrative  Officer. 

9.  Consider  and  act  on  a  date  for  a 
September  2009  Finance  Committee 
meeting  to  consider  the  LSC  FY  2011 
budget  request. 

10.  Public  comment. 

11.  Consider  and  act  on  other 
business. 

12.  Consider  and  act  on  adjournment 
of  meeting. 

Saturday,  July  25,  2009 

Operations  &  Regulations  Committee 
Agenda 

1.  Approval  of  agenda. 

2.  Approval  of  the  minutes  of  the 
Committee’s  April  25,  2009  meeting. 


3.  Consider  and  act  on  proposed  grant 
assurances  for  2010  grants. 

4.  Staff  report  on  follow-up  to  January 
30,  2009  presentation  on  grantee  board 
governance  and  oversight. 

5.  Discussion  of  need  for  and  wisdom 
of  requiring  grantees’  governing  bodies 
to  establish  audit  committees. 

6.  Staff  report  on  LSC’s  FOIA 
function. 

7.  Staff  report  on  program  visits  and 
oversight. 

■  Presentation  on  2009  OPP  emd 
OCE  grantee  oversight  visits. 

■  Report  on  select  compliance 
issues. 

■  Presentation  on  2009  OIG  visits  to 
grantees. 

8.  Staff  report  on  IP  As’  competence  to 
perform  tasks  assigned  by  Congress. 

■  Jeffrey  Schanz,  Inspector  General. 

9.  Other  public  comment. 

10.  Consider  and  act  on  other 
business. 

11.  Consider  and  act  on  adjournment 
of  meeting. 

Governance  and  Performance  Review 
Committee 

July  25,  2009 
Agenda 

1.  Approval  of  agenda. 

2.  Approval  of  the  minutes  of  the 
Committee’s  April  25,  2009  meeting. 

3.  Consider  and  act  on  procedures  for 
conducting  the  performance  review  of 
the  Inspector  General. 

4.  Consider  and  act  on  protocol  for 
compliance  with  Sunshine  Act  in 
deliberations  and  handling  of 
information  concerning  performance  . 
review  of  senior  officials. 

■  Victor  M.  Fortuno,  General 
Counsel. 

■  Jeffrey  Schanz,  Inspector  General. 

5.  Consider  and  act  on  notice  of 
proposed  rulemaking  to  amend  45  CFR 
part  1622,  LSC’s  Sunshine  regulation. 

6.  Staff  report  on  update  of  list  of 
Transition  Materials  and  availability  for 
examination  on  web. 

7.  Staff  report  on  proposed  format  and 
agenda  of  orientation  meetings  for 
newly-appointed  Board  members. 

8.  Consider  and  act  on  procedure  for 
oversight  of  LSC  officers’  compensation. 

9.  Other  public  comment. 

10.  Consider  and  act  on  other 
business. 

11.  Consider  and  act  on  adjournment 
of  meeting. 

Board  of  Directors 

July  25,  2009 
Agenda 

1.  Approval  of  agenda. 

2.  Approval  of  the  minutes  of  the 
Board’s  Open  Session  meeting  of  April 
25,  2009. 


3.  Approval  of  the  minutes  of  the 
Board’s  Open  Session  Telephonic 
meeting  of  May  26,  2009. 

4.  Chairman's  Report. 

5.  Members’  Reports. 

6.  President’s  Report. 

7.  Inspector  General’s  Report. 

8.  Consider  and  act  on  the  report  of 
the  Provision  for  the  Delivery  of  Legal 
Services  Committee. 

9.  Consider  and  act  on  the  report  of 
the  Finance  Committee. 

10.  Consider  and  act  on  the  report  of 
the  Operations  &  Regulations 
Committee. 

11.  Consider  and  act  on  the  report  of 
the  Audit  Committee. 

12.  Consider  and  act  on  the  report  of 
the  Governance  St  Performance  Review 
Committee. 

13.  Public  comment. 

14.  Consider  and  act  on  whether  to 
authorize  an  executive  session  of  the 
Board  to  address  items  listed  below 
under  Closed  Session. 

Closed  Session 

15.  Briefing  by  the  Inspector  General. 

16.  Consider  and  act  on  General 
Counsel’s  report  on  potential  and 
pending  litigation  involving  LSC. 

24.  Consider  and  act  on  other 
business. 

25.  Consider  and  act  on  motion  to 
adjourn  meeting. 

Contact  Person  for  Information: 
Katherine  Ward,  Executive  Assistant  to 
the  Vice  President  &  General  Counsel,  at 
(202) 295-1500. 

Special  Needs:  Upon  request,  meeting 
notices  will  be  made  available  in 
alternate  formats  to  accommodate  visual 
and  hearing  impairments.  Individuals 
who  have  a  disability  and  need  an 
accommodation  to  attend  the  meeting 
may  notify  Katherine  Ward,  at  (202) 
295-1500. 

Dated:  July  14,  2009. 

Victor  M.  Fortimo, 

Vice  President  &  General  Counsel. 

[FR  Doc.  E9-17265  Filed  7-16-09;  4:15  pm] 
BILLING  CODE  7050-01 -P 


NATIONAL  SCIENCE  FOUNDATION 

Agency  Information  Collection 
Activities:  Comment  Request 

agency:  National  Science  Foundation. 
ACTION:  Submission  for  OMB  review; 
comment  request. 

SUMMARY:  The  National  Science 
Foundation  (NSF)  has  submitted  the 
following  information  collection 
requirement  to  OMB  for  review  and 
clearance  under  the  Paperwork 
Reduction  Act  of  1995,  Public  Law  104- 
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13.  This  is  the  second  notice  for  public 
comment;  the.  first  was  published  in  the 
Federal  Register  at  74  FR  20740,  and 
one  comment  was  received.  NSF  is 
forwarding  the  proposed  renewal 
submission  to  the  Office  of  Managv?:nent 
and  Budget  (OMB)  for  clearance 
simultaneously  with  the  publication  of 
this  second  notice.  The  full  submission 
may  be  found  at:  http:// 
www.reginfo.gov/p  u  blic/do/PRAMain . 
Comments  regarding  (a)  Whether  the 
collection  of  information  is  necessary 
for  the  proper  performance  of  the 
functions  of  the  agency,  including 
whether  the  information  will  have 
practical  utility;  (b)  the  accuracy  of  the 
agency’s  estimate  of  burden  including 
the  validity  of  the  methodology  and 
assumptions  used;  (c)  ways  to  enhance 
the  quality,  utility  and  clarity  of  the 
information  to  be  collected;  or  (d)  ways 
to  minimize  the  burden  of  the  collection 
of  information  on  those  who  are  to 
respond,  including  through  the  use  of 
appropriate  automated,  electronic, 
mechanical,  or  other  technological 
collection  techniques  or  other  forms  of 
information  technology,  should  be 
addressed  to:  Office  of  Information  and 
Regulatory  Affairs  of  OMB,  Attention: 
Desk  Officer  for  National  Science 
Foundation,  725  17th  Street,  NW.,  Room 
10235,  Washington,  DC  20503,  and  to 
Suzanne  Plimpton,  Reports  Clearance 
Officer,  National  Science  Foundation, 
4201  Wilson  Boulevard,  Suite  295, 
Arlington,  Virginia  22230  or  send  e-mail 
to  spliinpto@nsf.gov.  Comments 
regarding  these  information  collections 
are  best  assured  of  having  their  full 
effect  if  received  within  30  days  of  this 
notification.  Copies  of  the  submission(s) 
may  be  obtained  by  calling  703-292- 
7556. 

FOR  FURTHER  INFORMATION  CONTACT: 

Written  comments  regarding  the 
information  collection  and  requests  for 
copies  of  the  proposed  information 
collection  request  should  be  addressed 
to  Suzanne  Plimpton,  Reports  Clearance 
Officer,  National  Science  Foundation, 
4201  Wilson  Blvd.,  Rm.  295,  Arlington, 
VA  22230,  or  by  e-mail  to 
splimpto@nsf.gov. 

NSF  may  not  conduct  or  sponsor  a 
collection  of  information  unless  the 
collection  of  information  displays  a 
currently  valid  OMB  control  number 
and  the  agency  informs  potential 
persons  who  are  to  respond  to  the 
collection  of  information  that  such 
persons  are  not  required  to  respond  to 
the  collection  of  information  unless  it 
displays  a  currently  valid  OMB  control 
number. 


SUPPLEMENTARY  INFORMATION: 

Comment:  On  May  5,  2009,  we 
published  in  the  Federal  Register  (74 
FR  20740)  a  60-day  notice  of  our  intent 
to  request  reinstatement  of  this 
information  collection  authority  from 
OMB.  In  that  notice,  we  solicited  public 
comments  for  60  days  ending  July  6, 
2009.  One  comment  came  from  B. 

Sachau  of  Florham  Park,  NJ,  via  e-mail 
on  May  5,  2009,  who  suggested  that  this 
information  collection  was  already 
being  conducted  by  the  Department  of 
Education. 

Response:  NSF  assures  OMB  that  the 
Information  Science  Education  Program 
is  not  also  duplicated  by  the  Department 
of  Education.  NSF  believes  that  because 
the  comment  does  not  contain 
suggestions  for  altering  the  collection  of 
information  for  which  NSF  is  seeking 
OMB  approval,  NSF  is  proceeding  with 
the  clearance  request. 

Title  of  Collection:  Informal  Science 
Education  (ISE)  Management 
Information  System. 

OMB  Control  No.:  3145-0158. 

Abstract 

This  docmnent  has  been  prepared  to 
support  the  clearance  of  a  Management 
Information  System  for  the  Informal 
Science  Education  (ISE)  program.  The 
goals  for  the  program  are  to  encourage 
and  support  projects  that  (1)  Engage  the 
interest  of  children  and  adults  in 
science,  technology,  engineering,  and 
mathematics  (STEM)  in  daily  life  so  that 
they  develop  capabilities;  scientific  and 
technological  literacy,  mathematical 
competence,  problem-solving  skills,  and 
the  desire  to  learn;  (2)  bring  together 
individuals  and  organizations  from  the 
informal  and  formal  education 
communities,  as  well  as  from  the  private 
and  public  sectors,  to  strengthen  STEM 
education  in  all  settings;  and  (3) 
develop  and  implement  innovative 
strategies  that  support  the  development 
of  a  socially  responsible  and  informed 
public,  and  demonstrate  promise  of 
increasing  participation  of  all  citizens  in 
STEM. 

The  ISE  Management  Information 
System  is  comprised  of  three  Web-based 
surveys,  an  initial  survey  that  obtains 
background  information  about  the  ISE 
project,  cm  annual  survey,  and  a  final 
survey.  The  survey  that  obtains 
background  information  would  be 
completed  soon  after  project  grants  are 
awarded  [i.e.,  within  45  days),  the 
annual  would  be  completed  at  the  end 
of  each  program  year,  and  the  final 
would  be  completed  soon  after  the  ISE 
grant  period  has  ended  [i.e.,  within  45 
days).  Through  the  use  of  these  three 


surveys,  the  system  will  collect  data 
ft’om  each  ISE-funded  project  about  the 
project,  its  grant  recipient  and  partner 
organizations,  participants,  activities, 
deliverables,  and  impacts.  Information 
from  the  system  will  be  used  by  ISE 
program  officers  to  evaluate  the 
collective  impact  of  the  ISE  portfolio  of 
funded  projects,  to  monitor  project- 
related  activities  and  projects’  progress 
over  time,  and  to  obtain  information 
that  can  inform  the  design  of  futme  ISE 
projegts. 

Expected  Respondents 

The  expected  respondents  are 
principal  investigators  of  any  ISE 
projects  that  have  been  funded  since 
2004. 

Burden  on  the  Public 

The  estimated  annual  response 
burden  is  2,508  person-hours.  The 
estimated  annual  response  burden  has 
increased  from  the  original  request  tor 
clearance  in  2006.  In  2006,  the  annual 
burden  was  estimated  at  1,920  hours. 

The  reason  for  this  change  is  the 
inclusion  of  additional  ISE  project  types 
in  the  OPMS  that  were  not  included  in 
prior  rounds  of  data  collection.  Whereas 
only  full-scale  development  and  broad 
implementation  projects  were  included 
in  the  2006  estimates,  the  ISE  program 
has  added  several  new  project  types  to 
its  project  portfolio,  including 
Pathways,  EAGER,  and  RAPID  awards, 
all  of  which  will  be  asked  to  complete 
the  OPMS.  In  addition,  the  program  has 
decided  to  include  several  categories  of 
pre-existing  ISE  awards  (i.e..  Research, 
CRPA,  Conferences)  in  the  OPMS  for  the 
first  time,  which  represents  a  change  in 
policy  from  prior  years.  The  inclusion  of 
these  categories  will  allow  the  ISE 
program  to  generate  an  exhaustive  set  of 
information  about  ISE-funded  projects, 
regardless  of  their  size  or  scope,  on  an 
annual  basis. 

In  all  cases,  the  respondents  are  Pis 
on  ISE-supported  projects.  Burden 
hours  per  response  are  estimated  on  the 
basis  of  discussions  with  NSF  program 
officers,  a  sample  of  ISE  Pis,  and 
experience  in  administrating  similar 
surveys.  The  calculations  used  to 
determine  the  overall  response  burden 
of  2,508  hours  are  shown  in  the  table. 
The  differences  in  the  number  of  hours 
per  respondent  type  shown  in  the  table 
are  due  to  the  fact  that  Research, 
Pathways,  CRPA,  Conference,  EAGER, 
and  RAPID  awards  are  exempt  from  the 
section  in  the  OPMS  pertaining  to 
project  impacts. 
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Calculations  Used  to  Estimate  Overall  Response  Burden  for  the  ISE  Online  Collection  ’ 


Respondent  type 

Number  of 
respondents 

[ 

Hours  per  | 

respondent 
type 

Annual  person 
hour  total 

Initial  submission: 

Pis — Full-scale  and  Broad  Implementation . .*. . 

23 

24 

,  552 

Pis — Research,  Pathways,  CRPA . 

17 

16 

272 

Pis — Conferences,  EAGER,  RAPID . 

15 

*  16 

240 

Annual  report: 

Pis — Full-scale  and  Broad  Implementation . 

69 

8 

552 

Pis — Research,  Pathways,  CRPA . 

51 

4 

204 

Pis — Conferences,  EAGER,  RAPID . 

0 

N/A 

0 

Closeout  report: 

Pis — Full-scale  and  Broad  Implementation  . 

23 

16 

368 

Pis — Research,  Pathways,  CRPA . 

17 

10 

170 

Pis — Conferences,  EAGER,  RAPID . 

15 

10 

150 

Total . . . 

230 

2,508 

^  Estimates  are  provided  for  a  typical  annual  collection  cycle.  Hours  per  respondent  type  figures  and  annual  person  hour  totals  are  based  on 
ein  average  duration  of  3.5  years  for  all  award  types  excluding  Conference,  EAGER,  and  RAPID  awards  (/.©.,  40  awards  per  year).  Conference, 
EAGER,  and  RAPID  awards  each  have  an  average  duration  of  1  year.  Therefore,  the  69  Full-scale  and  Broad  Implementation  respondents  listed 
as  completing  an  annual  report  are  comprised  of  those  projects  who  received  Full-scale  and  Broad  Implementation  awards  (23  each  year)  during 
the  prior  three  years.  Similarly,  the  51  Research,  Pathways,  and  CRPA  respondents  listed  as  completing  an  annual  report  are  comprised  of 
those  projects  who  received  these  types  of  awards  (17  each  year)  over  the  prior  three  years. 


Dated:  July  14,  2009. 

Suzanne  H.  Plimpton, 

Reports  Clearance  Officer,  National  Science 
Foundation. 

[FR  Doc.  E9-17102  Filed  7-17-09;  8:45  am] 
BILLING  CODE  7S55-01-P 


NUCLEAR  REGULATORY 
COMMISSION 

Sunshine  Federal  Register  Notice 

AGENCY  HOLDING  THE  MEETINGS:  Nuclear 
Regulatory  Commission. 
date:  Week  of  July  20,  2009. 

PLACE:  Commissioners’  Conference 
Room,  11555  Rockville  Pike,  Rockville, 
Maryland. 

STATUS:  Public  cmd  Closed. 

ADDITIONAL  ITEMS  TO  BE  CONSIDERED: 
Week  of  July  20,  2009 

Thursday,  July  23,  2009 

1:25  p.m.  Affirmation  Session  (Public 
Meeting)  (Tentative). 

a.  Southern  Nuclear  Operating  Co. 
(Vogtle  Electric  Generating  Plant, 
Units  3  and  4),  LBP-09-3  (Ruling 
on  Standing  and  Contention 
Admissibility):  Virginia  Electric  and 
Power  Co.  (North  Anna  Unit  3), 
LBP-08-15  (Ruling  on  Standing 
and  Contention  Admissibility) 
(Tentative). 

b.  Draft  Notice  and  Order  for  Areva 
Enrichment  Services,  LLC 
(Tentative). 

***** 

*The  schedule  for  Commission 
meetings  is  subject  to  change  on  short 


notice.  To  verify  the  status  of  meetings, 
call  (recording): — (301)  415-1292. 

CONTACT  PERSON  FOR  MORE  INFORMATION: 

Rochell§  Bavol,  (301)  415-1651. 
***** 

The  NRC  Commission  Meeting 
Schedule  can  be  found  on  the  Internet 
at:  http://www.nrc.gov/about-nrc/policy- 
making/ schedule.html. 
***** 

The  NRC  provides  reasonable 
accommodation  to  individuals  with 
disabilities  where  appropriate.  If  you 
need  a  reasonable  accommodation  to 
participate  in  these  public  meetings,  or 
need  this  meeting  notice  or  the 
transcript  or  other  information  from  the 
public  meetings  in  another  format  (e.g. 
braille,  large  print),  please  notify  the 
NRC’s  Disability  Program  Coordinator, 
Rohn  Brown,  at  301-492-2279,  TDD: 
301-415-2100,  or  by  e-mail  at 
rohn.brown@nrc.gov.  Determinations  on 
requests  for  reasonable  accommodation 
will  be  made  on  a  case-by-case  basis. 
***** 

This  notice  is  distributed 
electronically  to  subscribers.  If  you  no 
longer  wish  to  receive  it,  or  would  like 
to  be  added  to  the  distribution,  please 
contact  the  Office  of  the  Secretary, 
Washington,  DC  20555  (301-415-1969), 
or  send  an  e-mail  to 
darlene.  wrigh  t@nrc.gov. 

Dated:  July  15,  2009. 

Rochelle  C.  Bavol, 

Office  of  the  Secretary. 

[FR  Doc.  E9-17260  Filed  7-16-09;  4:15  pm] 
BILLING  CODE  7S90-01-P 


NUCLEAR  REGULATORY 
COMMISSION 

[NRC-2009-0317] 

Proposed  Generic  Communication; 
Emergency  Response  Data  System 
Upgrade  From  Modem  to  Virtuai 
Private  Network  Appiiance 

AGENCY:  Nuclear  Regulatory 
Commission. 

ACTION:  Notice  of  opportunity  for  public 
comment. 

SUMMARY:  The  U.S.  Nuclear  Regulatory 
Commission  (NRC)  is  proposing  to  issue 
a  regulatory  issue  stunmary  (RIS)  to 
notify  current  and  future  power  reactor 
licensees  of  pending  changes  to  the 
technology  used  to  transmit  data  from 
power  reactor  facility  sites  to  the 
emergency  response  data  system  (ERDS) 
server  at  NRC  Headquarters  (H(^  and  to 
solicit  licensees  to  transition  voluntarily 
to  the  new  technology. 

The  RIS  is  available  through  the 
NRC’s  Agencywide  Documents  Access 
and  Management  System  (ADAMS) 
under  accession  number  ML091 350153. 
DATES:  Comment  period  expires 
September  3,  2009.  Comments 
submitted  after  this  date  will  be 
considered  if  it  is  practical  to  do  so,  but 
assurance  of  consideration  cannot  be 
given  except  for  comments  received  on 
or  before  this  date. 

ADDRESSES:  Submit  written  comments 
to  the  Chief,  Rulemaking  and  Directives 
Branch,  Division  of  Administrative 
Services,  Office  of  Administration,  U.S. 
Nuclear  Regulatory  Commission,  Mail 
Stop  TWB  5B01M,  Washington,  DC 
20555-0001,  and  cite  the  publication 
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date  and  page  number  of  this  Federal 
Register  notice. 

FOR  FURTHER  INFORMATION  CONTACT: 

Robert  Stransky,  Senior  Emergency 
Response  Coordinator,  Operations 
Branch,  Division  of  Preparedness  and 
Response,  Office  of  Nuclear  Security 
and  Incident  Response,  U.S.  Nuclear 
Regulatory  Commission,  Washington, 

DC  20555.  Telephone:  (301)  415-6411; 
fax  number:  (301)  415-6382;  e-mail: 
Robert.Stransky@nrc.gov. 

SUPPLEMENTARY  INFORMATION: 

NRC  Regulatory  Issue  Summary  2009- 
XX;  Emergency  Response  Data  System 
Upgrade  From  Modem  to  Virtual 
Private  Network  Appliance 

Addressees 

All  holders  of  operating  licenses  for 
nuclear  power  reactors  under  the 
provisions  of  Title  10  of  the  Code  of 
Federal  Regulations  (10  CFR)  Part  50, 
“Domestic  Licensing  of  Production  and 
Utilization  Facilities,”  except  those  that 
have  ceased  operations  and  have 
certified  that  fuel  has  been  permemently 
removed  from  the  reactor  vessel. 

All  holders  of,  and  applicants  for, 
nuclear  power  plant  construction 
permits  under  the  provisions  of  10  CFR 
Part  50,  “Domestic  Licensing  of 
Production  and  Utilization  Facilities.” 
All  holders  of,  and  applicants  for, 
combined  licenses  under  the  provisions 
of  10  CFR  Part  52,  “Licenses, 
Certifications,  and  Approvals  for 
Nuclear  Power  Plants.” 

Intent 

The  U.S.  Nuclear  Regulatory 
Commission  (NRC)  is  issuing  this 
regulatory  issue  summary  (RIS)  to  notify 
current  and  future  power  reactor 
licensees  of  pending  changes  to  the 
technology  used  to  transmit  data  from 
power  reactor  facility  sites  to  the 
emergency  response  data  system  (ERDS) 
server  at  NRC  Headquarters  (HQ)  and  to 
solicit  licensees  to  transition  voluntarily 
to  the  new  technology. 

Background 

In  Appendix  E  to  10  CFR  Part  50,  the 
NRC  requires  power  reactor  licensees  to 
transmit  ERDS  data  to  a  server  at  NRC 
HQ.  Licensees  currently  use  analog 
modulator/demodulators  (modems)  to 
establish  point-to-point  data 
connections.  Although  this  technology 
was  state  of  the  art  when  ERDS  was  first 
implemented,  it  is  now  obsolete,  and 
replacement  equipment  is  no  longer 
readily  available.  In  addition,  the  use  of 
modems  inherently  introduces  a  cyber 
security  vulnerability  to  the  systems  to 
which  they  are  attached. 


As  part  of  the  NRC’s  current  effort  to 
modernize  the  ERDS  infra.<!tructure,  the 
NRC  has  been  working  with  individual 
licensees  to  develop  an  acceptable 
solution  to  replace  the  existing  modems. 
The  most  promising  technology 
explored  was  virtual  private  network 
(VPN)  technology  used  to  create  a 
secure  point-to-point  data  pathway 
between  the  licensee  site  and  NRC  HQ. 
This  VPN  technology  is  a  cmrent, 
stable,  and  reliable  information 
technology  industry  standard.  In 
addition,  this  technology  will  permit  all 
ERDS-enabled  facilities  to  connect  to 
NRC  HQ  simultaneously,  thus, 
enhancing  the  NRC’s  ability  to  respond 
to  incidents  that  may  affect  multiple 
licensees  simultaneously,  such  as  grid 
instability  events. 

From  September  2008  through 
December  2008,  the  NRC  conducted 
prototype  testing  with  several  licensees 
(i.e.,  Ebcelon  Nuclear  Corporation, 
Progress  Energy,  and  the  Tennessee 
Valley  Authority)  to  investigate  the 
viability  of  using  a  VPN  for  the  secure 
transmission  of  data  from  power  reactor 
facilities  to  the  ERDS  server  located  at 
NRC  HQ.  The  NRC  provided  VPN 
appliances  and  configuration  support  to 
these  licensees.  All  major  test  objectives 
were  met.  Based  on  the  success  of  the 
prototype  testing  and  on  the  interest 
expressed  by  numerous  licensees,  the 
NRC  intends  to  proceed  with  the 
replacement  of  existing  analog  modems 
with  VPN  devices.  The  purpose  of  this 
RIS  is  to  solicit  licensees  to  transition 
voluntarily  to  the  VPN  technology. 

Summary  of  Issues 

This  RIS  informs  licensees  of  a 
voluntary  program  that  they  can 
participate  in  to  upgrade  the  technology 
used  to  transmit  plant  information  to 
the  ERDS  server  in  order  to  address  the 
following  two  issues: 

(1)  The  modem  technology  currently 
employed  to  transmit  ERDS  data  from 
power  reactor  sites  to  NRC  HQ  is 
obsolete.  In  addition,  replacement 
modems  are  no  longer  readily  available. 

(2)  The  use  of  modems  inherently 
introduces  cyber  security  vulnerabilities 
to  the  systems  to  which  they  are 
attached. 

Based  on  the  success  of  the  prototype 
testing,  the  NRC  has  decided  to  enter 
into  a  voluntary  program  with 
individual  licensees  to  replace  the 
current  NRC-supplied  modem  with  an 
NRC  supplied  VPN  appliance.  As  of 
May  1,  2009,  licensees  representing  19 
sites  have  already  expressed  interest  in 
transitioning  to  the  VPN  solution. 

Although  ongoing  implementation  of 
the  ERDS  modernization  project  will 
change  the  device  used  to  transmit  data. 


it  does  not  affect  the  criteria  for 
transmitting  ERDS  data,  the 
transmission  frequency,  the  data  point 
library,  or  any  other  aspect  of  ERDS 
implementation  as  described  in  10  CFR 
50.72(a)(4);  Appendix  E,  “Emergency 
Planning  and  Preparedness  for 
Production  and  Utilization  Facilities,” 
to  10  CFR  Part  50;  and  NUREG-1394, 
Revision  1,  “Emergency  Response  Data 
System  Implementation,”  published  in 
June  1991.  The  NRC  staff  ^so  notes  that 
the  use  of  an  NRC-provided  VPN 
appliance,  when  properly  configured,  is 
consistent  with  guidance  provided  in 
Regulatory  Guide  5.71,  “Cyber  Seciuity 
Programs  for  Nuclear  Facilities,” 

(Official  Use  Only-Security  Related 
Information) 

Licensees  interested  in  participating 
in  the  voluntary  program  to  replace 
their  modems  with  an  NRC-supplied 
VPN  appliance  are  encouraged  to 
contact  the  ERDS  support  desk  by 
telephone  at  (301)  415-0467  or  through 
e-mail  at  ERDS.Resource@nrc.gov.  The 
NRC  will  support  licensee  requests  in 
the  order  in  which  they  are  received. 

Backlit  Discussion 

The  intent  of  this  RIS  is  to  inform 
stakeholders  of  a  change  to  the  data 
transmission  technology  for  ERDS 
information.  This  change  is  a  part  of  the 
continuing  ERDS  modernization  project, 
and  it  will  provide  improved  technology 
and  cyber  security  for  both  licensees 
and  the  NRC.  This  RIS  informs 
stakeholders  of  the  change  to  the 
technology  to  transmit  ERDS  data  to  the 
NRC  in  accordance  with  10  CFR  Part  50 
emd  to  solicit  voluntary  participation  by 
licensees  in  a  program  to  replace 
obsolete  technology  with  modern 
equipment. 

This  RIS  provides  licensees  an 
opportunity  to  schedule  a  replacement 
of  NRC-provided  obsolete  modems  with 
NRC-provided  VPN  technology.  The 
staff  is  not  imposing  any  new  positions 
on  licensees.  This  RIS  is  not  providing 
any  new  regulatory  requirements.  This 
RIS  only  conveys  the  NRC’s  plan  to 
address  issues  with  the  current  ERDS 
modem  technology.  No  action  is 
required  on  the  part  of  any  licensee; 
therefore,  this  document  does  not 
constitute  a  backfit  under  10  CFR 
50.109,  “Backfitting.”  Consequently,  the 
staff  did  not  perform  a  backfit  analysis. 

Federal  Register  Notification 

Although  this  RIS  is  informational 
and  does  not  represent  a  departure  from 
current  regulatory  requirements,  a 
notice  of  opportunity  for  public 
comment  on  this  RIS  was  published  in 
the  Federal  Register  (74  FR  xxxxx). 
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Congressional  Review  Act 

This  RIS  is  not  a  rule  as  designated  by 
the  Congressional  Review  Act  (5  U.S.C. 
801-808)  and,  therefore,  is  not  subject  to 
the  Act. 

Paperwork  Reduction  Act  Statement 

This  RIS  does  not  contain  information 
collections  and,  therefore,  is  not  subject 
to  the  requirements  of  the  Paperwork 
Reduction  Act  of  1995  (44  U.S.C.  3501, 
et  seq.). 

Public  Protection  Notification 

The  NRC  may  not  conduct  or  sponsor, 
and  a  person  is  not  required  to  respond 
to,  a  request  for  information  or  an 
information  collection  requirement 
unless  the  requesting  document 
displays  a  current  valid  Office  of 
Management  and  Budget  control 
number. 

Contact 

Please  direct  any  questions  about  this 
matter  to  one  of  the  technical  contacts 
listed  below: 

Glenn  M.  Tracy,  Director,  Division  of 
Construction  Inspection  and 
Operational  Programs,  Office  of  New 
Reactors: 

Timothy  J.  McGinty,  Director,  Division 
of  Policy  and  Rulemaking,  Office  of 
Nuclear  Reactor  Regulation. 

Technical  Contacts: 

Roberto  Figueroa,  (301)  415-6075,  E- 
mail:  roberto.figueroa@nrc.gov. 

Robert  Stransky,  (301)  415-6411,  E- 
mail:  robert.stransky@nrc.gov. 

End  of  Draft  Regulatory  Issue  Summary 

Documents  may  be  examined,  and/or 
copied  for  a  fee,  at  the  NRC’s  Public 
Document  Room  at  One  White  Flint 
North,  11555  Rockville  Pike  (first  floor), 
Rockville,  Maryland.  Publicly  available 
records  will  be  accessible  electronically 
ft'om  the  Agencywide  Documents 
Access  and  Management  System 
(ADAMS)  Public  Electronic  Reading 
Room  on  the  Internet  at  the  NRC  Web 
site ,  h  ttp :// www.nrc.gov/NRC/ADAMS/ 
index.html.  If  you  do  not  have  access  to 
ADAMS  or  if  you  have  problems  in 
accessing  the  documents  in  ADAMS, 
contact  the  NRC  Public  Document  Room 
(PDR)  reference  staff  at  1-800-397-4209 
or  301-415-4737  or  by  e-mail  to 
pdr@nrc.gov. 

Dated  at  Rockville,  Maryland,  this  13th  day 
of  July  2009. 


For  the  Nuclear  Regulatory  Commission. 
Martin  C.  Murphy, 

Chief,  Generic  Communications  Branch, 
Division  of  Policy  and  Rulemaking,  Office 
of  Nuclear  Reactor  Regulation. 

[FR  Doc.  E9-17164  Filed  7-17-09;  8:45  am] 
BILLING  CODE  7590-01 -P 


POSTAL  REGULATORY  COMMISSION 
[Docket  No.  N2009-1;  Order  No.  244] 

Postal  Retail  Network  Consolidation 

agency:  Postal  Regulatory  Commission. 
ACTION:  Notice  related  to  postal  retail 
network  consolidation  initiative. 

SUMMARY:  This  document  addresses  a 
recent  Postal  Service  filing  seeking 
Commission  action  on  matters  related  to 
a  retail  network  consolidation  plan 
affecting  certain  postal  stations  and 
branches  and  postal  patrons,  primarily 
through  consolidation  of  facilities.  It 
includes  information  on  several  related 
procedural  steps,  including  intervention 
and  a  prehearing  conference. 

DATES:  Deadline  for  notices  of 
intervention,  requests  for  hearings,  and 
required  statements:  July  28,  2009; 
prehearing  conference  (9:30  a.m.):  July 
30,  2009. 

ADDRESSES:  Submit  filings  electronically 
via  the  Commission’s  Filing  Online 
system  at  http://www.prc.gov. 

FOR  FURTHER  INFORMATION  CONTACT: 
Stephen  L.  Sharman,  general  counsel, 
202-789-6820. 

SUPPLEMENTARY  INFORMATION:  On  July  2, 
2009,  the  United  States  Postal  Service 
(Postal  Service)  filed  a  request  with  the 
Postal  Regulatory  Commission 
(Commission)  asking  for  a 
determination  whether  a  plan  to 
optimize  the  postal  retail  network  by 
consolidating  the  operations  of  some 
retail  stations  and  branches  into  nearby 
facilities  constitutes  a  change  in  the 
nature  of  postal  services,  substantially 
on  a  nationwide  basis,  within  the 
meaning  of  39  U.S.C.  3661(c). ^  The 
Postal  Service  describes  the  plan  as  the 
Postal  Service  Station  and  Branch 
Optimization  and  Consolidation 
Initiative  (Initiative).  Request  at  1. 

If  the  Commission  determines  that  the 
Initiative  will  likely  generate  changes  in 
the  nature  of  postal  services  on  a 
substantially  nationwide  basis,  the 
Postal  Service  then  requests  that  the 
Commission  issue  an  advisory  opinion 
under  section  3661(c)  which  concurs 


1  Request  of  the  United  States  Posted  Service  for 
an  Advisory  Opinion  on  Changes  in  Postal  Services, 
Jidy  2,  2009;  and  Notice  of  the  United  States  Postal 
Service  of  Filing  Erratum  to  Request  [Erratum],  July 
2,  2009  (Request). 


that  such  service  changes  would 
conform  to  the  policies  reflected  in  title 
39  of  the  United  States  Code.  Id.  at  2. 

The  Postal  Service  states  that  the 
Initiative  already  began  in  May  with  the 
examination  of  the  p.ortion  of  the  retail 
network  consisting  of  stations  and 
branches  that  report  to  Postmasters  at  or 
above  the  USPS  Executive  & 
Administrative  Schedule  level  24  pay 
grade.  USPS-T-2  at  8.  It  asserts  that  the 
stations  and  branches  that  meet  this 
criterion  are  located  primarily  in  urban 
and  suburban  population  centers  and 
comprise  approximately  two-thirds  of 
the  over  4,800  stations  and  branches 
nationwide.  Request  at  5-6.  The  stated 
objective  of  the  Initiative  is  to  “realign 
the  postal  retail  network  with  current 
and  future  postal  customer  service 
needs,  to  reduce  inefficiency  and 
redundcuicy,  and  to  capture  the 
resulting  cost  savings.”  Id.  at  6.  The 
results  will  be  used  to  inform  any 
decisions  on  whether  to  expand  the 
Initiative  to  a  broader  pool  of  stations 
and  branches.  Id.  The  Postal  Service 
states  that  if  the  Initiative  results  in  a 
decision  to  change  the  nature  of  any 
postal  service  provided  at  any  postal 
facility,  such  changes  will  not  be 
implemented  before  October  2,  2009.  Id. 
at  7. 

The  Postal  Service’s  Request  is 
accompanied  and  supported  by  two 
pieces  of  testimony  and  four  library 
references.  The  Postal  Service  states  that 
the  reasons  underlying  the  pursuit  of 
the  objectives  contained  within  the 
Initiative  are  described  in  the  Direct 
Testimony  of  Alice  M.  VanCorder  on 
Behalf  of  United  States  Postal  Service 
(USPS-T-1),  July  2,  2009.  It  states  that 
the  process  to  be  employed  in  making 
decisions  to  achieve  the  objectives  are 
described  in  the  Direct  Testimony  of 
Kimberly  I.  Matalik  on  Behalf  of  United 
States  Postal  Service  (USPS-T-2),  July 
2,  2009.  The  library  references  provide 
public  and  non-public  versions  of  the 
official  records  for  the  closings  of  the 
Buhl,  PA  classified  station  ^  and  the 
Washburn,  lA  classified  branch.^ 

The  Request  and  all  supporting  public 
materials  are  on  file  in  the 


2USPS-LR-N2009-1/1  Official  Record  to  Close 
the  Buhl,  PA  Classified  Station,  Docket  No.  16146 
(Public  Version);  and  USPS-LR-N2009-1/NP1 
Ofiicial  Record  to  Close  the  Buhl,  PA  Classified 
Station,  Docket  No.  16146  (Non-Public  Version). 
The  public  version  excludes  the  names  of 
customers  and  postal  patrons  providing  comments 
to  the  Postal  Service. 

SUSPS-LR-N2009-1/2  Ofiicial  Record  to  Close 
the  Washburn,  LA  Classified  Branch,  Docket  No. 
50706  (Public  Version);  and  USPS-LR-N2009-1/ 
NP2  Official  Record  to  Close  the  Washburn,  LA 
Classified  Branch,  Docket  No.  50706  (Non-Public 
Version).  The  public  version  excludes  the  names  of 
customers  and  postal  patrons  providing  comments 
to  the  Postal  Service. 
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Commission’s  docket  room  for 
inspection  during  regular  business 
hours,  and  are  available  on  the 
Commission’s  Web  site  at  http:// 
www.prc.gov. 

Further  procedures.  Section  3661(c)  of 
title  39  requires  that  the  Commission 
afford  an  opportunity  for  formal,  on-the- 
record  hearing  of  the  Postal  Service’s 
Request  under  the  terms  specified  in 
sections  556  and  557  of  title  5  of  the 
United  States  Code  before  issuing  its 
advisory  opinion.  All  interested  parties 
are  hereby  notified  that  notices  of 
intervention  in  this  proceeding  shall  be 
due  on  July  28,  2009.  Any  participant 
requesting  a  hearing  in  this  matter  shall 
so  state  in  conformance  with  39  CFR 
3001.20(b). 

At  this  time,  the  Commission  cannot 
anticipate  the  duration,  or  even  the 
exact  form,  proceedings  on  this  matter 
will  take.  Participants  who  wish  to  offer 
their  views  on  these  issues  may  do  so 
in  their  interventions.  Due  to  the  nature 
of  this  Initiative,  the  Commission  may 
consider  holding  public  hearings 
outside  of  Washington,  DC. 

The  Postal  Service  indicates  that  its 
Initiative  was  fostered,  in  part,  by  the 
current  financial  crisis  and  the 
continuing  decline  in  mail  volume.  In 
light  of  this,  it  requests  that  the 
Commission  expeditiously  issue  its 
opinion.  However,  a  proposal  for 
chamges  which  could  impact  the  nature 
of  postal  service  on  a  nationwide  basis 
must  be  examined  carefully.  The 
Commission  urges  participants  to 
carefully  consider,  prior  to  the 
prehearing  conference,  the  justification 
for  any  proposed  discovery  period. 

The  Commission  will  hold  a 
prehearing  conference  in  this  docket  on 
July  30,  2009  at  which  these  questions 
will  be  discussed. 

Public  participation.  Section  3661(c) 
of  title  39  requires  the  participation  of 
an  “officer  of  the  Commission  who  shall 
be  required  to  represent  the  interests  of 
the  general  public”  in  these 
proceedings.  Robert  Sidman  is 
designated  to  serve  as  Public 
Representative  to  represent  the  interests 
of  the  general  public. 

It  is  ordered: 

1.  The  Commission  establishes  Docket 
No.  N2009-1  to  consider  the  Postal 
Service  Request  referred  to  in  the  body 
of  this  order. 

2.  The  Commission  will  act  en  banc 
in  this  proceeding. 

3.  Notices  of  intervention  shall  be 
filed  no  later  than  July  28,  2009. 

4.  Pcuticipants  who  wish  to  request  a 
hearing  on  the  Postal  Service’s  Request 
in  this  docket  shall  submit  such  a 
request,  together  with  statements  in 


conformance  with  39  CFR  3001.20(b), 
on  or  before  July  28,  2009. 

5.  A  prehearing  conference  is 
scheduled  for  July  30,  2009,  at  9:30  a.m., 
in  the  Commission’s  hearing  room. 

6.  Pursuant  to  39  U.S.C.  3661(c),  the 
Commission  appoints  Robert  Sidman  to 
represent  the  interests  of  the  general 
public  in  this  proceeding. 

7.  The  Secretary  shall  arrange  for 
publication  of  this  notice  in  the  Federal 
Register. 

Issued:  July  10,  2009. 

By  the  Commission. 

Judith  M.  Grady, 

Acting  Secretary. 

[FR  Doc.  E9-17155  Filed  7-17-09;  8:45  am] 
BILLING  CODE  77ia-FW-P 

SECURITIES  AND  EXCHANGE 
COMMISSION 

[Investment  Company  Act  Release  No. 
28818;  File  No.  812-13200] 

Reaves  Utility  Income  Fund,  et  al.; 
Notice  of  Application 

July  14,  2009. 

AGENCY:  Securities  and  Exchange 
Commission  (“Commission”). 

ACTION:  Notice  of  application  vmder 
section  6(c)  of  the  Investment  Company 
Act  of  1940  (“Act”)  for  an  exemption 
fi’om  section  19(b)  of  the  Act  and  rule 
19b-l  under  the  Act. 

SUMMARY  OF  APPLICATION:  Applicants 
request  an  order  to  permit  a  registered 
closed-end  investment  company  to 
make  periodic  distributions  of  long-term 
capital  gains  with  respect  to  its  common 
shares  as  often  as  monthly  in  any  one 
taxable  year,  and  as  firequently  as 
distributions  are  specified  by  or  in 
accordance  with  the  terms  of  its 
preferred  shares. 

APPLICANTS:  Reaves  Utility  Income  Fund 
(“UTG”)  and  W.H.  Reaves  &  Co.,  Inc. 
(“Investment  Adviser”). 

DATES:  Filing  Dates:  June  14,  2005,  and 
amended  on  February  14,  2007,  October 
15,  2008,  April  20,  2009,  and  July  10, 
2009. 

HEARING  OR  NOTIFICATION  OF  HEARING:  An 

order  granting  the  application  will  be 
issued  unless  the  Commission  orders  a 
hearing.  Interested  persons  may  request 
a  hearing  by  writing  to  the 
Commission’s  Secretary  and  serving 
applicants  with  a  copy  of  the  request, 
personally  or  by  mail.  Hearing  requests 
should  be  received  by  the  Commission 
by  5:30  p.m.  on  August  10,  2009,  and 
should  he  accompanied  by  proof  of 
service  on  applicants,  in  the  form  of  an 
affidavit  or,  for  lawyers,  a  certificate  of 


service.  Hearing  requests  should  state 
the  nature  of  the  writer’s  interest,  the 
reason  for  the  request,  and  the  issues 
contested.  Persons  who  wish  to  be 
notified  of  a  hearing  may  request 
notification  by  writing  to  the 
Commission’s  Secretary. 

ADDRESSES:  Secretary,  Securities  and 
Exchange'Commission,  100  F  Street, 

NE.,  Washington,  DC  20549-1090; 
Applicants:  Reaves  Utility  Income 
Fund,  1290  Broadway,  Suite  1100, 
Denver,  CO  80203,  and  W.H.  Reaves  & 
Co.,  Inc.,  10  Exchange  Place,  18th  Floor, 
Jersey  City,  NJ  07302. 

FOR  FURTHER  INFORMATION  CONTACT: 
Courtney  S.  Thornton,  Senior  Counsel, 
at  (202)  551-6812,  or  Mary  Kay  Freeh, 
Branch  Chief,  at  (202)  551-6821 
(Division  of  Investment  Management, 
Office  of  Investment  Company 
Regulation). 

SUPPLEMENTARY  INFORMATION:  The 

following  is  a  summary  of  the 
application.  The  complete  application 
may  be  obtained  via  the  Commission’s 
Web  site  by  searching  for  the  file 
number,  or  for  an  applicant  using  the 
Company  name  box,  at  http:// 
www.sec.gov/search/search.htm,  or  by 
calling  (202)  551-8090. 

Applicants’  Representations 

1.  UTG  is  a  registered  closed-end 
management  investment  company 
organized  as  a  Delaware  statutory  trust.^ 
UTG’s  primary  investment  objective  is 
to  provide  a  high  level  of  after-tax 
income  and  total  return  consisting 
primarily  of  tax-advantaged  dividend 
income  and  capital  appreciation.  The 
conunon  shares  issued  by  UTG  are 
listed  on  the  NYSE  Amex.  UTG 
currently  has  three  series  of  preferred 
shares  outstanding,  which  are  not  listed 
or  traded  on  any  stock  exchange. 
Applicants  believe  that  the  shareholders 
of  UTG  are  generally  conservative, 
dividend-sensitive  investors  who  desire 
current  income  periodically  and  may 
favor  a  fixed  distribution  policy. 

2.  The  Investment  Adviser  is  a 
Delaware  corporation  registered  under 
the  Investment  Advisers  Act  of  1940 
(“Advisers  Act”).  The  Investment 
Adviser  serves  as  investment  adviser  to 

1  UTG  is  the  only  closed-end  investment 
company  that  currently  intends  to  rely  on  the  order. 
Applicants  request  that  the  order  also  apply  to  any 
registered  closed-end  investment  company  that  in 
the  future:  (a)  Is  advised  by  the  Investment  Adviser 
(including  any  successor  in  interest)  or  by  any 
entity  controlling,  controlled  by,  or  under  common 
control  (within  the  meaning  of  section  2(a)(9)  of  the 
Act)  with  the  Investment  Adviser;  and  (b)  complies 
with  the  terms  and  conditions  of  the  requested 
order  (collectively  with  UTG.  "Funds”).  A 
successor  in  interest  is  limited  to  entities  that  result 
from  a  reorganization  into  another  jurisdiction  or  a 
change  in  the  type  of  business  organization. 
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UTG  and  may  in  the  future  serve  as 
investment  adviser  to  one  or  more 
additional  Funds.  Each  Fund  will  he 
advised  by  an  investment  adviser  that  is 
registered  under  the  Advisers  Act. 

3.  Applicants  state  that  on  December 
12,  2006,  the  Board  of  Trustees  (the 
“Board”)  of  UTG,  including  a  majority 
of  the  members  of  the  Board  who  are  not 
“interested  persons”  of  UTG  as  defined 
in  section  2(a)(19)  of  the  Act  (the 
“Independent  Trustees”),  reviewed 
information  regarding  the  purpose  and 
terms  of  a  proposed  distribution  policy, 
the  reasonably  foreseeable  effect  of  such 
policy  on  UTG’s  long-term  total  return 
(based  on  market  price  and  net  asset 
value  (“NAV”)  per  common  share)  and 
the  expected  relationship  between 
UTG’s  distribution  rate  on  its  common 
shares  under  the  policy  and  UTG’s  total 
return  (in  relation  to  NAV  per  share). 
Applicants  state  that  the  Independent 
Trustees  also  considered  information 
about  any  potential  or  actual  conflicts  of 
interest  that  the  Investment  Adviser, 
any  affiliated  persons  of  the  Investment 
Adviser,  or  any  other  affiliated  persons 
of  UTG  may  have  relating  to  the 
adoption  or  implementation  of  such 
policy.  Applicants  further  state  that 
after  considering  such  information  the 
Bocird,  including  the  Independent 
Trustees,  approved  a  distribution  policy 
with  respect  to  UTG’s  common  shares 
(the  “Plan”)  and  determined  that  such 
Plan  is  consistent  with  UTG’s 
investment  objectives  and  policies  and 
in  the  best  interests  of  UTG’s  common 
shareholders.  Prior  to  implementing  the 
Plan,  the  Board  of  UTG,  including  &e 
Independent  Trustees,  will  review  the 
factors  considered  in  connection  with 
its  approval  of  the  Plan,  as  well  as  any 
changes  in  such  factors  since  the  date  of 
its  approval,  and  will  confirm  that  the 
Plan  is  consistent  with  UTG’s 
investment  objectives  and  policies  and 
in  the  best  interests  of  UTG’s  common 
shareholders. 

4.  Applicants  state  that  the  purpose  of 
the  Plan  is  to  provide  to  UTG’s  common 
shareholders  a  regular,  monthly 
distribution  that  is  not  dependent  on  the 
timing  or  amount  of  investment  income 
earned  or  capital  gains  realized  by  UTG. 
Applicants  note  that  under  the  Plan, 
UTG  will  distribute  all  available 
investment  income  to  shareholders, 
consistent  with  UTG’s  primary 
investment  objective  of  pi'oviding  a  high 
level  of  after-tax  income  and  total 
returns.  Applicants  state  that  if  and 
when  sufficient  investment  income  is 
not  available  on  a  monthly  basis,  UTG 
will  distribute  long-term  capital  gains 
and/or  return  of  capital  to  its 
shareholders  to  maintain  the  level 
distribution  rate  that  has  been  approved 


by  the  Board.  Applicants  further  state 
that  the  minimum  annual  distribution 
rate  will  be  independent  of  UTG’s 
performance  during  any  particular 
period,  but  is  expected  to  correlate  with 
UTG’s  performance  over  time. 

Applicants  represent  that  the  amount 
and  frequency  of  distributions  may  be 
amended  at  any  time  by  the  Board 
without  prior  notice  to  UTG’s 
shareholders.  Applicants  state  that  if 
UTG’s  net  investment  income  and  net 
realized  capital  gains  for  any  year 
exceed  the  amount  required  to  be 
distributed  under  the  Plan,  UTG  will  at 
a  minimum  make  distributions 
necessary  to  comply  with  the 
distribution  requirements  of  subchapter 
M  of  the  Internal  Revenue  Code  of  1986 
(“Code”).  Applicants  note  that  the  Plan 
provides  that  it  can  be  amended, 
suspended,  or  terihinated  at  any  time  by 
the  Board  without  prior  notice  to  UTG’s 
shareholders. 

5.  Applicants  state  that  at  the 
December  12,  2006  meeting,  the  Board 
adopted  policies  and  procedures  under 
rule  38a-l  under  the  Act  that  ^e 
reasonably  designed  to  ensure  that  all 
notices  required  to  be  sent  to  UTG’s 
shareholders  pursuant  to  section  19(a) 
of  the  Act,  rule  19a-l  under  the  Act, 
and  condition  IV  below  (“19(a) 

Notices”)  comply  with  condition  II 
below,  and  that  all  other  written 
communications  by  UTG  or  its  agents 
regarding  distributions  under  the  Plan 
include  the  disclosure  required  by 
condition  III  below.  Applicants  state 
that  the  Board  also  adopted  policies  and 
procedures  at  that  meeting  tbat  require 
UTG  to  keep  records  that  demonstrate 
its  compliance  with  all  of  the  conditions 
of  the  requested  order  and  that  are 
necessary  for  UTG  to  form  the  basis  for, 
or  demonstrate  the  calculation  of,  the 
amounts  disclosed  in  its  19(a)  Notices. 

Applicants’  Legal  Analysis 

1.  Section  19(b)  of  the  Act  generally 
makes  it  unlawful  for  any  registered 
investment  company  to  make  long-term 
capital  gains  distributions  more  than 
once  every  twelve  months.  Rule  19b-l 
under  the  Act  limits  the  number  of 
capital  gains  dividends,  as  defined  in 
section  852(b)(3)(C)  of  the  Code 
(“distributions”),  that  a  fund  may  make 
with  respect  to  any  one  taxable  year  to 
one,  plus  a  supplemental  “clean  up” 
distribution  made  pursuant  to  section 
855  of  the  Code  not  exceeding  10%  of 
the  total  amount  distributed  for  the  year, 
plus  one  additional  capital  gain 
dividend  made  in  whole  or  in  part  to 
avoid  the  excise  tax  under  section  4982 
of  the  Code. 

2.  Section  6(c)  provides  that  the 
Commission  may,  by  order  upon 


application,  conditionally  or 
unconditionally  exempt  any  person, 
security,  or  transaction,  or  any  class  or 
classes  of  persons,  securities  or 
transactions,  from  any  provision  of  the 
Act,  if  and  to  the  extent  that  the 
exemption  is  necessary  or  appropriate 
in  the  public  interest  and  consistent 
with  the  protection  of  investors  and  the 
purposes  fairly  intended  by  the  policy 
and  provisions  of  the  Act. 

3.  Applicants  state  that  one  of  the 
concerns  underlying  section  19(b)  and 
rule  19b-l  is  that  shareholders  might  be 
unable  to  differentiate  between  fi-equent 
distributions  of  capital  gains  and 
dividends  from  investment  income. 
Applicants  state,  however,  that  rule 
19a-l  effectively  addresses  this  concern 
by  requiring  that  a  separate  statement 
showing  the  sources  of  a  distribution 
(e.g.,  estimated  net  income,  net  short¬ 
term  capital  gains,  net  long-term  capital 
gains  and/ or  return  of  capital) 
accompany  any  distributions  (or  the 
confirmation  of  the  reinvestment  of 
distributions)  estimated  to  be  sourced  in 
part  from  capital  gains  or  capital. 
Applicants  state  that  the  same 
information  also  is  included  in  UTG’s 
annual  reports  to  shareholders  and  on 
its  IRS  Form  1099-DIV,  which  is  sent  to 
each  common  and  preferred  shareholder 
who  received  distributions  during  a 
particular  year  (including  shareholders 
who  have  sold  shares  during  the  year). 

4.  Applicants  further  state  that  UTG 
will  make  the  additional  disclosures 
required  by  the  conditions  set  forth 
below,  and  has  adopted  compliance 
policies  and  procedures  in  accordance 
with  rule  38a-l  to  ensure  that  all 
required  19(a)  Notices  and  disclosures 
cire  sent  to  shareholders.  Applicants 
argue  that  by  providing  the.  information 
required  by  section  19(a)  and  rule  19a- 
1 ,  and  by  complying  with  the 
procedures  adopted  under  the  Plan  and 
the  conditions  listed  below,  UTG’s 
shareholders  are  provided  sufficient 
information  to  understand  that  their 
periodic  distributions  are  not  tied  to 
UTG’s  net  investment  income  (which 
for  this  purpose  is  UTG’s  taxable 
income  other  than  from  capital  gains) 
and  realized  capital  gains  to  date,  and 
may  not  represent  yield  or  investment 
return.  Applicants  also  state  that 
compliance  with  UTG’s  compliance 
procedures  and  condition  III  set  forth 
below  will  ensure  that  prospective 
shareholders  and  third  parties  are 
provided  with  the  same  information. 
Accordingly,  applicants  assert  that 
continuing  to  subject  UTG  to  section 
19(b)  and  rule  19b-l  would  afford 
shareholders  no  extra  protection. 

5.  Applicants  note  that  section  19(b) 

•  and  rule  19b-l  also  were  intended  to 
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prevent  certain  improper  sales  practices, 
including,  in  particular,  the  practice  of 
urging  an  investor  to  purchase  shares  of 
a  fund  on  the  basis  of  an  upcoming 
capital  gains  dividend  (“selling  the 
dividend”),  where  the  dividend  would 
result  in  an  immediate  corresponding 
reduction  in  NAV  and  would  be  in 
effect  a  taxable  return  of  the  investor’s 
capital.  Applicants  assert  that  the 
“selling  the  dividend”  concern  should 
not  apply  to  closed-end  investment 
companies,  such  as  UTG,  that  do  not 
continuously  distribute  shares. 

According  to  applicants,  if  the  ' 
underlying  concern  extends  to 
secondary  market  purchases  of  shares  of 
closed-end  funds  that  are  subject  to  a 
large  upcoming  capital  gains  dividend, 
adoption  of  a  periodic  distribution  plan 
actually  helps  minimize  the  concern  by 
avoiding,  through  periodic 
distributions,  any  buildup  of  large  end- 
of-the-year  distributions. 

6.  Applicants  also  note  that  common 
shares  of  closed-end  funds  that  invest 
primarily  in  equity  securities  often  trade 
in  the  marketplace  at  a  discount  to  the 
funds’  NAV.  Applicants  believe  that  this 
discount  may  be  reduced  for  closed-end 
funds  that  pay  relatively  frequent 
dividends  on  their  common  shares  at  a 
consistent  rate,  whether  or  not  those 
dividends  contain  an  element  of  long¬ 
term  capital  gain. 

7.  Applicants  assert  that  the 
application  of  rule  19b-l  to  the  Plan 
actually  could  have  an  undesirable 
influence  on  portfolio  management 
decisions.  Applicants  state  that,  in  the 
absence  of  an  exemption  from  rule  19b- 
1,  the  implementation  of  a  periodic 
distribution  plan  imposes  pressure  on 
management  (a)  not  to  realize  any  net 
long-term  capital  gains  until  the  point  in 
the  year  that  the  fund  can  pay  all  of  its 
remaining  distributions  in  accordance 
with  rule  19b-l,  and  (b)  not  to  realize 
any  long-term  capital  gains  during  any 
particular  year  in  excess  of  the  amount 
of  the  aggregate  pay-out  for  the  year 
(since  as  a  practical  matter  excess  gains 
must  be  distributed  and  accordingly 
would  not  be  available  to  satisfy  pay-out 
requirements  in  following  years), 
notwithstanding  that  purely  investment 
considerations  might  favor  realization  of 
long-term  gains  at  different  times  or  in 
different  amounts.  Applicants  thus 
assert  that  the  limitation  on  the  number 
of  capital  gain  distributions  that  a  fund 
may  make  with  respect  to  any  one  year 
imposed  by  rule  19b-l,  may  prevent  the 
efficient  operation  of  a  periodic 
distribution  plan  whenever  that  fund’s 
realized  net  long-term  capital  gains  in 
any  year  exceed  the  total  of  the  periodic 
distributions  that  may  include  such 
capital  gains  under  the  rule. 


8.  Applicants  also  assert  that  rule 
19b-l  may  cause  fixed  regular  periodic 
distributions  under  a  periodic 
distribution  plan  to  be  funded  with 
returns  of  capital  ^  (to  the  extent  net 
investment  income  and  realized  short¬ 
term  capital  gains  are  insufficient  to 
fund  the  distribution),  even  though 
realized  net  long-term  capital  gains 
otherwise  could  be  available.  To 
distribute  all  of  a  fund’s  long-term 
capital  gains  within  the  limits  in  rule 
19b-l,  a  fund  may  be  required  to  make 
total  distributions  in  excess  of  the 
annual  amount  called  for  by  its  periodic 
distribution  plan,  or  to  retain  and  pay 
taxes  on  the  excess  amount.  Applicants 
thus  assert  that  the  requested  order 
would  minimize  these  effects  of  rule 
19b-l  by  enabling  UTG  to  realize  long¬ 
term  capital  gains  as  often  as  investment 
considerations  dictate  without  fear  of 
violating  rule  19b-l. 

9.  Applicants  state  that  Revenue 
Ruling  89-81  under  the  Code  requires 
that  a  fund  that  has  both  common  stock 
and  preferred  stock  outstanding 
designate  the  types  of  income,  e.g., 
investment  income  and  capital  gains,  in 
the  same  proportion  as  the  total 
distributions  distributed  to  each  class 
for  the  tax  year.  To  satisfy  the 
proportionate  designation  requirements 
of  Revenue  Ruling  89-81,  whenever  a 
fund  has  realized  a  long-term  capital 
gain  with  respect  to  a  given  tax  year,  the 
fund  must  designate  the  required 
proportionate  share  of  such  capital  gain 
to  be  included  in  common  and  preferred 
stock  dividends.  Applicants  state  that 
although  rule  19b-l  allows  a  fund  some 
flexibility  with  respect  to  the  frequency 
of  capital  gains  distributions,  a  fund 
might  use  all  of  the  exceptions  available 
under  the  rule  for  a  tax  year  and  still 
need  to  distribute  additional  capital 
gains  allocated  to  the  preferred  stock  to 
comply  with  Revenue  Ruling  89-81. 

10.  Applicants  assert  that  the 
potential  abuses  addressed  by  section 
19(b)  and  rule  19b-l  do  not  arise  with 
respect  to  preferred  stock  issued  by  a 
closed-end  fund.  Applicants  assert  that 
such  distributions  are  fixed  or 
determined  in  periodic  auctions  by 
reference  to  short-term  interest  rates 
rather  than  by  reference  to  performance 
of  the  issuer,  and  Revenue  Ruling  89- 
81  determines  the  proportion  of  such 
distributions  that  are  comprised  of  the 
long-term  capital  gains. 

11.  Applicants  also  submit  that  the 
“selling  the  dividend”  concern  is  not 
applicable  to  preferred  stock,  which 
entitles  a  holder  to  no  more  than  a 

2  Returns  of  capital  as  used  in  the  application 
means  return  of  capital  for  financial  accoixnting 
purposes  and  not  for  tax  accoimting  purposes. 


periodic  dividend  at  a  fixed  rate  or  the 
rate  determined  by  the  market,  and,  like 
a  debt  security,  is  priced  based  upon  its 
liquidation  value,  dividend  rate,  credit 
quality,  and  frequency  of  payment. 
Applicants  state  that  investors  buy 
preferred  shares  for  the  purpose  of 
receiving  payments  at  the  frequency 
bargained  for,  and  do  not  expect  the 
liquidation  value  of  their  shares  to 
change. 

12.  Applicants  request  an  order  under 
section  6(c)  granting  an  exemption  from 
section  19(b)  and  rule  19b-l  to  permit 
UTG  to  make  periodic  long-term  capital 
gains  distributions  (as  defined  in  section 
852(b)(3)(C)  of  the  Code)  as  often  as 
monthly  in  any  one  taxable  year  in 
respect  of  its  common  shares  and  as 
often  as  specified  by  or  determined  in 
accordance  with  the  terms  thereof  in 
respect  of  its  preferred  shares.^ 

Applicants’  Conditions: 

Applicants  agree  that  any  order  of  the 
Commission  granting  the  requested 
relief  will  be  subject  to  the  following 
conditions: 

I.  Compliance  Review  and  Reporting 

Each  Fund’s  chief  compliance  officer 
will:  (a)  Report  to  the  Fund’s  Board,  no 
less  frequently  than  once  every  three 
months  or  at  the  next  regularly 
scheduled  quarterly  Board  meeting, 
whether  (i)  the  Fund  and  its  Investment 
Adviser  have  complied  with  the 
conditions  of  the  order,  and  (ii)  a 
material  compliance  matter,  as  defined 
in  rule  38a-l(e)(2)  under  the  Act,  has 
occurred  with  respect  to  such 
conditions;  and  (b)  review  the  adequacy 
of  the  policies  and  procedures  adopted 
by  the  Board  no  less  frequently  than 
annually. 

II.  Disclosures  to  Fund  Shareholders 

A.  Each  19(a)  Notice  disseminated  to 

the  holders  of  the  Fund’s  common 
shares,  in  addition  to  the  information 
required  by  section  19(a)  and  rule  19a- 
1: 

1.  Will  provide,  in  a  tabular  or 
graphical  format: 

(a)  The  amount  of  the  distribution,  on 
a  per  share  basis,  together  with  the 
amounts  of  such  distribution  amount, 
on  a  per  share  basis  and  as  a  percentage 
of  such  distribution  amount,  from 
estimated:  (A)  Net  investment  income; 

(B)  net  realized  short-term  capital  gains; 

(C)  net  realized  long-term  capital  gains; 
and  (D)  return  of  capital  or  other  capital 
source; 

^  Applicants  state  that  a  future  Fund  that  relies  on 
the  requested  order  will  satisfy  each  of  the 
representations  in  the  application  except  that  such 
representations  wilt  be  made  in  respect  of  actions 
by  the  board  of  directors  or  trustees  of  such  future 
Fund  and  will  be  made  at  a  future  time. 
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(b)  The  fiscal  year-to-date  cumulative 
amount  of  distributions,  on  a  per  share 
basis,  together  with  the  amounts  of  such 
cumulative  amount,  on  a  per  share  basis 
and  as  a  percentage  of  such  cumulative 
amount  of  distributions,  from  estimated: 
(A)  Net  investment  income;  (B)  net 
realized  short-term  capital  gains;  (C)  net 
realized  long-term  capital  gains;  and  (D) 
return  of  capital  or  other  capital  source; 

(c)  The  average  annual  total  return  in 
relation  to  the  change  in  NAV  for  the  5- 
year  period  {or,  if  the  Fund’s  history  of 
operations  is  less  than  five  years,  the 
time  period  commencing  immediately 
following  the  Fund’s  first  public 
offering)  ending  on  the  last  day  of  the 
month  prior  to  the  most  recent 
distribution  record  date  compared  to  the 
current  fiscal  period’s  annualized 
distribution  rate  expressed  as  a 
percentage  of  NAV  as  of  the  last  day  of 
the  month  prior  to  the  most  recent 
distribution  record  date;  and 

(d)  The  cumulative  total  return  in 
relation  to  the  change  in  NAV  from  the 
last  completed  fiscal  year  to  the  last  day 
of  the  month  prior  to  the  most  recent 
distribution  record  date  compared  to  the 
fiscal  year-to-date  cumulative 
distribution  rate  expressed  as  a 
percentage  of  NAV  as  of  the  last  day  of 
the  month  prior  to  the  most  recent 
distribution  record  date. 

Such  disclosure  shall  be  made  in  a 
type  size  at  least  as  large  and  as 
prominent  as  the  estimate  of  the  sources 
of  the  current  distribution;  and 

2.  Will  include  the  following 
disclosure: 

(a)  “You  should  not  draw  any 
conclusions  about  the  Fund’s 
investment  performance  from  the 
amount  of  this  distribution  or  from  the 
terms  of  the  Fund’s  Plan’’; 

(b)  “The  Fund  estimates  that  it  has 
distributed  more  than  its  income  and 
net  realized  capital  gains;  therefore,  a 
portion  of  your  distribution  may  be  a 
return  of  capital.  A  return  of  capital  may 
occur  for  example,  when  some  or  all  of 
the  money  that  you  invested  in  the 
Fund  is  paid  back  to  you.  A  return  of 
capital  distribution  does  not  necessarily 
reflect  the  Fund’s  investment 
performance  and  should  not  be 
confused  with  ‘yield’  or  ‘income’  ’’; 
and 

(c)  “The  amounts  and  sources  of 
distributions  reported  in  this  19(a) 
Notice  cure  only  estimates  and  are  not 
being  provided  for  tax  reporting 
pinposes.  The  actual  amounts  and 
sources  of  the  amounts  for  tax  reporting 


■•The  disclosure  in  this  condition  II. A. 2(b)  will  be 
included  only  if  the  current  distribution  or  the 
hscal  year-to-date  cumulative  distributions  are 
estimated  to  include  a  return  of  capital. 


purposes  will  depend  upon  the  Fund’s 
investment  experience  during  the 
remainder  of  its  fiscal  year  and  may  be 
subject  to  changes  based  on  tax 
regulations.  The  Fund  will  send  you  a 
Form  1099-DIV  for  the  calendar  year 
that  will  tell  you  how  to  report  these 
distributions  for  federal  income  tax 
purposes.’’ 

Such  disclosure  shall  be  made  in  a 
type  size  at  least  as  large  as  and  as 
prominent  as  any  other  information  in 
the  19(a)  Notice  and  placed  on  the  same 
page  in  close  proximity  to  the  amount 
and  the  sources  of  the  distribution. 

B.  On  the  inside  front  cover  of  each 
report  to  shareholders  under  rule  30e- 
1  under  the  Act,  the  Fund  will: 

1.  Describe  the  terms  of  the  Plan 
(including  the  fixed  amount  or  fixed 
percentage  of  the  distributions  and  the 
frequency  of  the  distributions); 

2.  Include  the  disclosure  required  by 
condition  Il.A.2(a)  above; 

3.  State,  if  applicable,  that  the  Plan 
provides  that  the  Board  may  amend  or 
terminate  the  Plan  at  any  time  without 
prior  notice  to  Fund  shareholders;  and 

4.  Describe  any  reasonably  foreseeable 
circumstances  that  might  cause  the 
Fund  to  terminate  the  Plan  and  any 
reasonably  foreseeable  consequences  of 
such  termination. 

C.  Each  report  provided  to 
shareholders  under  rule  30e-l  under 
the  Act  and  in  each  prospectus  filed 
with  the  Commission  on  Form  N-2 
under  the  Act,  will  provide  the  Fund’s 
total  return  in  relation  to  changes  in 
NAV  in  the  financial  highlights  table 
and  in  any  discussion  about  the  Fund’s 
total  return. 

III.  Disclosure  to  Shareholders, 
Prospective  Shareholders  and  Third 
Parties 

A.  Each  Fund  will  include  the 
information  contained  in  the  relevant 
19(a)  Notice,  including  the  disclosure 
required  by  condition  II.A.2  above,  in 
any  written  communication  (other  than 
a  communication  on  Form  1099)  about 
the  Plan  or  distributions  under  the  Plan 
by  the  Fund,  or  agents  that  the  Fund  has 
authorized  to  make  such 
communication  on  the  Fund’s  behalf,  to 
any  Fund  common  shareholder, 
prospective  common  shareholder  or 
third-party  information  provider; 

B.  Each  Fund  will  issue, 
contemporaneously  with  the  issuance  of 
any  19(a)  Notice,  a  press  release 
containing  the  information  in  the  19(a) 
Notice  and  will  file  with  the 
Commission  the  information  contained 
in  such  19(a)  Notice,  including  the 
disclosure  required  by  condition  II.A.2 
above,  as  an  exhibit  to  its  next  filed 
Form  N-CSR;  and 


C.  Each  Fund  will  post  prominently  a 
statement  on  its  (or  the  Investment 
Adviser’s)  web  site  containing  the 
information  in  each  19(a)  Notice, 
including  the  disclosure  required  by 
condition  II.A.2  above,  and  will 
maintain  such  information  on  such  web 
site  for  at  least  24  months. 

IV.  Delivery  of  19(a)  Notices  to 
Beneficial  Owners 

If  a  broker,  dealer,  bank  or  other 
person  (“financial  intermediary’’)  holds 
common  stock  issued  hy  a  Fund  in 
nominee  name,  or  otherwise,  on  behalf 
of  a  beneficial  owner,  the  Fund:  (a)  Will 
request  that  the  financial  intermediary, 
or  its  agent,  forward  the  19(a)  Notice  to 
all  beneficial  owners  of  the  Fund’s 
shares  held  through  such  financial 
intermediary;  (b)  will  provide,  in  a 
timely  manner,  to  the  financial 
intermediary,  or  its  agent,  enough 
copies  of  the  19(a)  Notice  assembled  in 
the  form  and  at  the  place  that  the 
financial  intermediary,  or  its  agent, 
reasonably  requests  to  facilitate  the 
financial  intermediary’s  sending  of  the 
19(a)  Notice  to  each  beneficial  owner  of 
the  Fund’s  shares;  and  (c)  upon  the 
request  of  any  financial  intermediary,  or 
its  agent,  that  receives  copies  of  the 
19(a)  Notice,  will  pay  the  financial 
intermediary,  or  its  agent,  the 
reasonable  expenses  of  sending  the  19(a) 
Notice  to  such  beneficial  owners. 

V.  Additional  Board  Determinations  for 
Funds  Whose  Shares  Trade  at  a 
Premium 

If- 

A.  A  Fund’s  common  shares  have 
traded  on  the  stock  exchange  that  they 
primarily  trade  on  at  the  time  in 
question  at  an  average  premium  to  NAV 
equal  to  or  greater  than  10%,  as 
determined  on  the  basis  of  the  average 
of  the  discount  or  premium  to  NAV  of 
the  Fund’s  common  shares  as  of  the 
close  of  each  trading  day  over  a  12-week 
rolling  period  (each  such  12-week 
rolling  period  ending  on  the  last  trading 
day  of  each  week);  and 

B.  the  Fund’s  annualized  distribution 
rate  for  such  12-week  rolling  period, 
expressed  as  a  percentage  of  NAV  as  of 
the  ending  date  of  such  12- week  rolling 
period,  is  greater  than  the  Fund’s 
average  annual  total  retvnn  in  relation  to 
the  change  in  NAV  over  the  2 -year 
period  ending  on  the  last  day  of  such 
12-week  rolling  period;  then: 

1.  At  the  earner  of  the  next  regularly 
scheduled  meeting  or  within  four 
months  of  the  last  day  of  such  12-week 
rolling  period,  the  Board  including  a 
majority  of  the  Independent  Trustees: 

(a)  Will  request  and  evaluate,  and  the 
Investment  Adviser  will  furnish,  such 
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information  as  may  be  reasonably 
necessary  to  make  an  informed 
determination  of  whether  the  Plan 
should  be  continued  or  continued  after 
amendment: 

(b)  Will  determine  whether 
continuation,  or  continuation  after 
amendment,  of  the  Plan  is  consistent 
with  the  Fund’s  investment  objective(s) 
and  policies  and  in  the  best  interests  of 
the  Fund  and  its  shareholders,  after 
considering  the  information  in 
condition  V.B.l(a)  above;  including, 
without  limitation; 

(1)  Whether  the  Plan  is  accomplishing 
its  purpose(s); 

(2)  Tne  reasonably  foreseeable 
material  effects  of  the  Plan  on  the 
Fund’s  long-term  total  return  in  relation 
to  the  market  price  and  NAV  of  the 
Fund’s  common  shares;  and 

(3)  The  Fund’s  c^^Tent  distribution 
rate,  as  described  in  condition  V.B 
above,  compared  with  the  Fund’s 
average  annual  taxable  income  or  total 
return  over  the  2-year  period,  as 
described  in  condition  V.B,  or  such 
longer  period  as  the  Board  deems 
appropriate;  and 

(c)  Based  upon  that  determination, 
will  approve  or  disapprove  the 
continuation,  or  continuation  after 
amendment,  of  the  Plan;  and 

2.  The  Board  will  record  the 
information  considered  by  it,  including 
its  consideration  of  the  factors  listed  in 
condition  V.B. 1(b)  above,  and  the  basis 
for  its  approval  or  disapproval  of  the 
continuation,  or  continuation  after 
amendment,  of  the  Plan  in  its  meeting 
minutes,  which  must  be  made  and 
preserved  for  a  period  of  not  less  than 
six  yecU's  from  the  date  of  such  meeting, 
the  first  two  years  in  an  easily  accessible 
place. 

VI.  Public  Offerings 

A  Fund  will  not  make  a  public 
offering  of  the  Fund’s  common  shares 
other  than: 

A.  A  rights  offering  below  NAV  to 
holders  of  the  Fund’s  common  shares: 

B.  An  offering  in  connection  with  a 
dividend  reinvestment  plan,  merger, 
consolidation,  acquisition,  spin-off  or 
reorganization  of  the  Fund;  or 

C.  An  offering  other  than  an  offering 
described  in  conditions  VI.A  and  VI.B 
above,  provided  that,  with  respect  to 
such  other  offering: 

1.  The  Fund’s  annualized  distribution 
rate  for  the  six  months  ending  on  the 
last  day  of  the  month  ended 
immediately  prior  to  the  most  recent 
distribution  record  date,®  expressed  as  a 


*  If  the  Fund  has  been  in  operation  fewer  than  six 
months,  the  measured  period  will  being 
immediately  following  the  Fund’s  first  public 
offering. 


percentage  of  NAV  per  share  as  of  such 
date,  is  no  more  than  1  percentage  point 
greater  than  the  Fund’s  average  annual 
total  return  for  the  5-year  period  ending 
on  such  date;  ®  and 

2;  The  transmittal  letter 
accompanying  any  registration 
statement  filed  with  the  Commission  in 
connection  with  such  offering  discloses 
that  the  Fund  has  received  an  order 
under  section  19(b)  to  permit  it  to  make 
periodic  distributions  of  long-term 
capital  gains  with  respect  to  its  common 
stock  as  frequently  as  twelve  times  each 
year,  and  as  frequently  as  distributions 
are  specifiqd  in  accordance  with  the 
terms  of  any  outstanding  preferred  stock 
as  such  Fund  may  issue. 

VII.  Amendments  to  Rule  19b-l 

The  requested  relief  will  expire  on  the 
effective  date  of  any  amendment  to  rule 
19b-l  that  provides  relief  permitting 
certain  closed-end  investment 
companies  to  make  periodic 
distributions  of  long-term  capital  gairts 
with  respect  to  their  outstanding 
common  stock  as  frequently  as  twelve 
times  each  year. 

For  the  Commission,  by  the  Division  of 
Investment  Management,  pursuant  to 
delegated  authority. 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  E9-17140  Filed  7-17-09;  8:45  am] 
BILLING  CODE  801(>-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

Sunshine  Act  Meeting 

Notice  is  hereby  given,  pursuant  to 
the  provisions  of  the  Government  in  the 
Sunshine  Act,  Public  Law  94—409,  that 
the  Securities  and  Exchange 
Commission  will  hold  an  Open  Meeting 
on  Wednesday,  July  22,  2009  at  2  p.m., 
in  the  Auditorium,  Room  L-002. 

The  subject  matter  of  the  Open 
Meeting  will  be: 

The  Commission  will  consider 
whether  to  propose  a  rule  to  address 
“pay  to  play”  practices  by  investment 
advisers.  The  proposal  is  designed, 
among  other  things,  to  prohibit  advisers 
from  seeking  to  influence  the  award  of 
advisory  contracts  by  public  entities 
through  political  contrihutions  to  or  for 
those  officials  who  are  in  a  position  to 
influence  the  awards. 

At  times,  changes  in  Commission 
priorities  require  alterations  in  the 
scheduling  of  jmeeting  items. 


®  If  the  Fund  has  been  in  operation  fewer  than  five 
years,  the  measured  period  will  being  immediately 
following  the  Fund’s  first  public  offering. 


For  further  information  and  to 
ascertain  what,  if  any,  matters  have  been 
added,  deleted  or  postponed,  please 
contact;  The  Office  of  the  Secretary  at 
(202)  551-5400. 

Dated:  July  15,  2009. 

Elizabeth  M.  Murphy, 

Secretary. 

[FR  Doc.  E9-17234  Filed  7-17-09;  8:45  am] 
BILLING  CODE  801 0-01 -P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-60295;  File  No.  SR-CBOE- 
2009-049] 

Self-Regulatory  Organizations; 

Chicago  Board  Options  Exchange, 
Incorporated;  Notice  of  Filing  and 
Immediate  Effectiveness  of  Proposed 
Rule  Change  Related  to  Market-Maker 
Guidelines 

July  13.  2009. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”),^  and  Rule  19b-4  thereunder.^ 
notice  is  hereby  given  that  on  July  9, 
2009,  the  Chicago  Board  Options 
Exchange,  Incorporated  (“Exchange”  or 
“CBOE”)  filed  with  the  Securities  and 
Exchange  Commission  (the 
“Commission”)  the  proposed  rule 
change  as  described  in  Items  I,  II,  and 
III  below,  which  Items  have  been 
prepared  by  the  Exchange.  The 
Exchange  filed  the  proposal  as  a  “non- 
controversial”  proposed  rule  change 
pursuant  to  Section  19(b)(3)(A)(iii)  of 
the  Act®  and  Rule  19b-U(f)(6) 
thereunder.’*  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  is  proposing  to  amend 
Rule  8.7,  Obligations  of  Market-Makers, 
to:  (i)  Eliminate  the  provision  providing 
for  bids  (offers)  to  be  no  more  than  $1 
lower  (higher)  than  the  last  preceding 
transaction  plus  or  minus  the  aggregate 
change  in  the  last  sale  price  of  the 
underlying,  and  (ii)  amend  the 
provision  pertaining  to  trades  that  are 
more  than  $0.25  below  parity.  The  text 
of  the  proposed  rule  change  is  available 
on  the  Exchange’s  Web  site  (http:// 
www.cboe.org/LegaI),  at  the  Exchange’s 
Office  of  the  Secretary  and  at  the 
Commission. 


’  15  U.S.C.  78s(b)(l). 

2 17  CFR  240.19b-4. 

3 15  U.S.C.  78s(b)(3)(AKiii). 
*  17  CFR  240.19l>-4(f)(6). 
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II.  Self-Regulatory  Organization’s 
Statement  of  the  l^rpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Conunission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  those  statements  may  be  examined  af 
the  places  specified  in  Item  IV  below. 
The  Exchange  has  prepared  summaries, 
set  forth  in  sections  A,  B,  and  C  below, 
of  the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and  the 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

Rule  8.7,  in  part,  provides  that 
Market-Makers  are  expected  ordinarily, 
except  in  unusual  market  conditions, 
not  to  bid  more  than  $1  lower  or  offer 
more  than  $1  higher  than  the  last 
preceding  transaction  price  for  the 
particular  option  contract  plus  or  minus 
the  aggregate  change  in  the  last  sale 
price  of  the  underlying  security  since 
the  time  of  the  last  preceding 
transaction  for  the  particular  option 
contract  {the  “one  point”  rule).  In 
addition,  Market-Makers  are  expected 
ordinarily,  except  in  usual  market 
conditions,  to  refrain  from  purchasing  a 
call  option  or  a  put  option  at  a  price 
more  than  $0.25  below  parity.  In  the 
case  of  calls,  parity  is  measured  by  the 
bid  in  the  underlying  security,  and  in 
the  case  of  puts,  parity  is  measured  by 
the  offer  in  the  underlying  security  (the 
“parity”  rule). 

First,  the  Exchange  is  proposing  to 
eliminate  the  one  point  rule.  The  one 
point  rule  was  originally  adopted  as  a 
guideline  in  1987.^  Since  that  time, 
various  market  changes  have  rendered 
the  rule  obsolete  and  unnecessary.  For 
example,  Market-Makers  now  stream 
electronic  quotes  and  are  subject  to 
various  electronic  quotation 
requirements,  including  bid/ask  quote 
width  requirements  contained 
elsewhere  in  Rule  8.7.  In  addition,  the 
options  intermarket  linkage  plan  was 
adopted  and  contains  trade-through  and 
locked/crossed  market  requirements 
(e.g..  Rules  6.83  and  6.84).  The 
Exchange  has  also  adopted  an  obvious 
error  rule  that  contains  provisions  on 
erroneous  pricing  errors  (e.g..  Rule  6.25) 
and  has  in  place  certain  price  check 


®  See  Securities  Exchange  Act  Release  No.  24040 
(January  30, 1987),  52  FR  4070  (February  9, 1987) 
(SR-CBOE-86-34). 


parameters  that  will  not  permit  the 
automatic  execution  of  certain  orders  if 
the  execution  would  take  place  outside 
an  acceptable  price  range  (e.g..  Rule 
6.13{b)(v)). 

Second,  at  this  time  the  Exchange  is 
proposing  to  retain  the  parity  rule 
(which  was  also  adopted  in  1987)  ®  as  a 
guideline  but  to  modify  it  to  provide 
that  an  amount  larger  than  $0.25  may  be 
appropriate  considering  the  particular 
market  conditions  (not  just  unusual 
market  conditions  as  the  rule  currently 
states).  The  text  is  also  being  revised  to 
provide  that  the  $0.25  guideline  may  be 
increased,  or  the  parity  rule  waived,  by 
the  Exchange  on  a  series-by-series  basis. 
The  Exchange  believes  that  revising  the 
$0.25  parity  rule  in  this  manner 
modernizes  the  guideline  to  reflect 
market  changes  (including  those 
discussed  above)  and  will  provide  more 
flexibility  to  take  into  consideration  the 
particular  trading  in  a  security, 
including  but  not  limited  to  the 
underlying  market  price,  market 
conditions,  and  applicable  minimum 
bid/ask  width  requirements  for  a  given 
options  series. 

2.  Statutory  Basis 

The  Exchange  believes  the  proposed 
rule  change  is  consistent  with  the  Act  ^ 
and  the  rules  and  regulations 
thereunder  and,  in  particular,  the 
requirements  of  Section  6(b)  of  the  Act.® 
Specifically,  the  Exchange  believes  the 
proposed  rule  change  is  consistent  with 
the  Section  6(b)(5)  ^  requirements  that 
the  rules  of  an  exchange  be  designed  to 
promote  just  and  equitable  principles  of 
trade,  to  prevent  fraudulent  and 
manipulative  acts,  to  remove 
impediments  to  and  to  perfect  the 
mechanism  for  a  free  and  open  market 
and  a  national  market  system,  and,  in 
general,  to  protect  investors  and  the 
public  interest,  because  it  will  eliminate 
the  outdated  one  point  rule  and  update 
the  parity  rule  to  incorporate  more 
flexibility  and  recognize  changing 
market  conditions. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

CBOE  does  not  believe  that  the 
proposed  rule  change  will  impose  any 
burden  on  competition  not  necessary  or 
appropriate  in  furtherance  of  the 
purposes  of  the  Act. 


6/d. 

M5U.S.C.  78s(b)(l). 
» 15  U.S.C.  78f(b). 

9  15U.S.C.  78f(b)(5). 


C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

The  Exchange  neither  solicited  nor 
received  comments  on  the  proposal. 

in.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  rule  does  not  (i) 
significantly  affect  the  protection  of 
investors  or  the  public  interest;  (ii) 
impose  any  significant  burden  on 
competition:  and  (iii)  become  operative 
for  30  days  from  the  date  on  which  it 
was  filed,  or  such  shorter  time  as  the 
Commission  may  designate  if  consistent 
with  the  protection  of  investors  and  the 
public  interest,  provided  that  the  self- 
regulatory  organization  has  given  the 
Commission  written  notice  of  its  intent 
to  file  the  proposed  rule  change  at  least 
five  business  days  prior  to  the  date  of 
filing  of  the  proposed  rule  change  or 
such  shorter  time  as  designated  by  the 
Commission, the  proposed  rule 
change  has  become  effective  pursuant  to 
Section  19(b)(3)(A)  of  the  Act^^  and 
Rule  19b-4(f)(6)  thereunder.^2  any 
time  within  60  days  of  the  filing  of  such 
proposed  rule  change,  the  Commission 
may  summarily  abrogate  such  rule 
change  if  it  appears  to  the  Commission 
that  such  action  is  necessary  or 
appropriate  in  the  public  interest,  for 
the  protection  of  investors,  or  otherwise 
in  furtherance  of  the  purposes  of  the 
Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/sro.shtml);  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-CBOE-2009-049  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabefii  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 


i“The  Exchange  has  fulhlled  this  requirement. 
"15  U.S.C.  78s(b)(3)(A). 

"  17  CFR  240.19b-4(f)(6). 
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All  submissions  should  refer  to  File 
Number  SR-CBOE-2009— 049.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Conunission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  {http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  such  filing  also  will  he 
available  for  inspection  and  copying  at 
the  principal  office  of  the  CBOE.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  File 
Number  SR-CBOE-2009-049  and 
should  be  submitted  on  or  before 
August  10,  2009. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 

authority.*^ 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  E9-17134  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  8010-01-P 


SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-60296;  File  No.  SR- 
NYSEAmex-2009-37] 

Self-Regulatory  Organizations;  Notice 
of  Filing  and  immediate  Effectiveness 
of  Proposed  Rule  Change  by  NYSE 
Amex  LLC  Adopting  Rule  968NY- 
Cabinet  Trades 

July  13,  2009. 

Pursuant  to  Section  19(b)(1)  ^  of  the 
Securities  Exchange  Act  of  1934  (the 
“Act”)  2  and  Rule  19b— 4  thereimder,^ 
notice  is  hereby  given  that,  on  June  30, 


« 17  CFR  200.30-3(a)(12). 
1 15  U.S.C.  78s(b)(l). 

2 15  U.S.C.  78a. 

3 17  CFR  240.19b-4. 


2009,  NYSE  Amex  (“NYSE  Amex”  or 
the  “Exchange”)  filed  with  the 
Securities  and  Exchange  Commission 
(the  “Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been  prepared 
by  the  self-regulatory  organization.  The 
Exchange  filed  the  proposed  rule  change 
pursuant  to  Section  19(h)(3)(A)  of  the 
Act'*  and  Rule  19b-4(f)(6)  thereunder,^ 
which  renders  it  effective  upon  filing 
with  the  Commission.  The  Commission 
is  publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to  adopt  Rule 
968NY-Cabinet  Trades.  The  text  of  the 
proposed  rule  change  is  attached  as 
Exhibit  5  to  the  19b^  form.  A  copy  of 
this  filing  is  available  on  the  Exchange’s 
Web  site  at  http://www.nyse.com,  at  the 
Exchange’s  principal  office  and  at  the 
Commission’s  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  purpose  of, 
and  basis  for,  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  ch^ge.  The  text 
of  those  statements  may  be  examinpd  at 
the  places  specified  in  Item  IV  below. 
The  Exchange  has  prepared  summaries, 
set  forth  in  sections  A,  B,  emd  C  below, 
of  the  most  significant  parts  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

NYSE  Amex  proposes  to  adopt  new 
Rule  968NY  which  will  govern  cabinet 
trading.®  The  proposed  rule  is 
substantially  similar  to  NYSE  Area  Rule 
6.80. 

On  March  2,  2009  NYSE  Amex 
(f/k/a  NYSE  Alfgjnext  US  LLC,  f/k/a 
The  American  Stock  Exchange  LLC 
^collectively  “Amex”))  adopted  a  new 
rule  set  governing  the  trading  of 
options.^  Much  of  the  new  rule  set  was 


<  15  U.S.C.  78s(b)(3)(A). 
s  17  CFR  240.19b-4(f)(6). 

®  A  Cabinet  Trade  is  also  known  as  an 
Accommodation  Transaction. 

’’  See  Securities  Exchange  Act  Release  No.  59472 
(February  27,  2009);  74  FR  9843  (March  6,  2009) 
(order  approving  NYSEALTR-2008-14,  as 
amended). 


based  on  the  rules  of  NYSE  Area  Inc. 
(“NYSE  Area”).  In  conjunction  with  the 
filing  of  the  new  rule  set,  the  Exchange 
filed  a  separate  proposal  deleting  many 
out-of-date  and/or  obsolete  rules.® 
Included  as  part  of  this  filing  was  the 
deletion  of  former  Amex  Rule  959- 
Accommodation  [sic]  Transactions, 
which  contained  provisions  governing 
both  cabinet  trading  and  position 
transfers.  However,  when  filing  the  new 
rule  set  the  Exchange  inadvertently 
failed  to  include  new  rules  governing 
cabinet  trading. 

The  Exchange  now  proposes  to  add  a 
new  rule  governing  the  trading  of 
cabinet  orders.®  A  brief  description  of 
the  rules  change  is  shown  below. 

Cabinet  Trading 

A  cabinet  order  is  a  limit  order  in  a 
non-Penny  Pilot  issue,  which  has  been 
priced  at  $1.00.*®  Cabinet  orders  serve 
as  a  way  for  market  participants  to 
liquidate  a  worthless,  or  near  worthless 
position,  at  a  minimal  cost. 

Prior  to  the  adoption  of  the  present 
NYSE  Amex  trading  system,  all  cabinet 
trading  on  the  Amex  was  done  on  a 
manual  basis.  Therefore,  previous  Rule 
Amex  959(a)  dealt  only  with  cabinet 
trading  in  open  outcry.  The  Exchange 
now  proposes  to  adopt  new  Rule  968NY 
which  will  govern  both  manual  and 
electronic  cabinet  trading.  This 
proposed  rule  is  similar  in  all  material 
respects  to  NYSE  Area  Rule  6.80,  which 
also  governs  both  manual  and  electronic 
cabinet  trading. 

2.  Statutory  Basis 

The  Exchange  believes  that  for  these 
reasons  the  proposed  rule  change  is 
consistent  with  Section  6(h)  of  the  Act  ** 
in  general,  and  furthers  the  objectives  of 
Section  6(b)(5)  of  the  Act  *2  in 
particular,  because  it  is  designed  to 
prevent  fraudulent  and  manipulative 
acts  and  practices,  to  promote  just  and 
equitable  principles  of  trade,  to  foster 
cooperation  and  coordination  with 
persons  engaged  in  facilitating 
transactions  in  securities,  and  to  remove 
impediments  to  and  perfect  the 
mechanism  of  a  free  and  open  market 
and  a  national  market  system.  This 
proposal  adds  a  new  rule  governing  the 


®  See  Seciirities  Exchange  Act  Release  No.  59454 
(February  25,  2009),  74  FR  9461  (March  4,  2009) 
(notice  of  filing  and  immediate  effectiveness  of 
NYSEALTR-2009-17). 

^NYSE  Amex  proposes  to  adopt  new  rules  related 
to  the  transfer  of  options  positions  as  part  of  a 
separate  rule  filing. 

’“Certain  option  issues  on  NYSE  Amex  are  traded 
pmsuant  to  a  Penny  Pilot  Program  scheduled  to  run 
through  July  3,  2009. 

”  15  U.S.C.  78f(b). 

“  15  U.S.C.  78f(b)(5). 
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trading  of  cabinet  orders,  based  on 
NYSE  Area  Rule  6.80. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  vkrill  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  foregoing  proposed  rule 
change  does  not: 

(i)  Significantly  affect  the  protection 
of  investors  or  the  public  interest; 

(ii)  Impose  any  significant  burden  on 
competition;  and 

(iii)  Become  operative  for  30  days 
from  the  date  on  which  it  was  filed,  or 
such  shorter  time  as  the  Commission 
may  designate,  if  consistent  with  the 
protection  of  investors  and  the  public 
interest,  it  has  become  effective 
pursuant  to  Section  19(b)(3)(A)  of  the 
Act  ^3  and  Rule  19b-4(f)(6) 
thereimder.^'* 

The  Exchange  has  requested  the 
Commission  to  waive  the  30-day 
operative  delay  because  the  proposal 
will  afford  market  participants  on  the 
Exchange  the  same  opportunity  to 
execute  cabinet  trades  as  is  afforded  to 
market  participants  on  other  exchanges. 
The  Commission  notes  that  the 
Exchange  deleted  its  former  rule  on 
cabinet  trading  in  March  of  this  year 
and  inadvertently  failed  to  include  a 
new  rule  on  cabinet  trading  in  its  new 
rule  set  governing  options  trading.^®  The 
Commission  believes  waiving  the  30- 
day  operative  delay  to  provide  NYSE 
Amex  market  participants  the  ability  to 
immediately  engage  in  cabinet  trading, 
as  necessary,  is  consistent  with  the 
protection  of  investors  and  the  public 
interest.’®  Accordingly,  the  Commission 


15  U.S.C.  78s(b)(3)(A). 

*■'  17  CFR  240.19b-4(f)(6).  In  addition,  Rule  19b- 
4(f)(6)(iii)  requires  the  self-regulatory  organization 
to  submit  to  the  Commission  written  notice  of  its 
intent  to  file  the  proposed  rule  change,  along  with 
a  brief  description  and  text  of  the  proposed  rule 
change,  at  least  five  business  days  prior  to  the  date 
of  filing  of  the  proposed  rule  change,  or  such 
shorter  time  as  designated  by  the  Commission.  The 
Exchange  has  satisfied  this  requirement. 

’5  See  supra  notes  7  and  8  and  accompanying 
text. 

For  purposes  only  of  waiving  the  30-day 
operative  delay  of  this  proposal,  the  Commission 


designates  the  proposed  rule  change 
operative  upon  filing  with  the 
Commission. 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  may  summarily  abrogate 
such  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://www.sec.gov/ 
rules/ sroishtml)',  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSEAmex-2009-37  on 
the  subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSEAmex-2009-37.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  (http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  wiA  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room  on  official  business  days  between 
the  hours  of  10  a.m.  and  3  p.m.  Copies 
of  such  filing  also  will  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  Exchange.  All  comments 


has  considered  the  proposed  rule’s  impact  on 
efficiency,  competition,  and  capital  formation.  See 
15  U.S.C.  78c{f). 


received  will  be  posted  without  change; 
the  Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR- 
NYSEAmex-2009-37  and  should  be 
submitted  on  or  before  August  10,  2009. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.”' 

Florence  E.  Hannon, 

Deputy  Secretary. 

[FR  Doc.  E9-17135  Filed  7-17-09;  8:45  am] 
BILLING  CODE  8010-01-P 
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[Release  No.  34-60298;  File  No.  SR-FICC- 
2008-07] 

Self-Regulatory  Organizations;  Fixed 
income  Clearing  Corporation;  Notice  of 
Filing  and  Immediate  Effectiveness  of 
Proposed  Rule  Change  Relating  to  Fee 
Schedules 

luly  13,  2009. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”),’  notice  is  hereby  given  that  on 
December  31,  2009,  the  Fixed  Income 
Clearing  Corporation  (“FICC”)  filed 
with  the  Securities  and  Exchange 
Commission  (“Commission”)  and  on 
January  12,  2009,  May  11,  2009,  and 
June  24,  2009,  amended  the  proposed 
rule  change  as  described  in  Items  I,  II, 
and  III  below,  which  Items  have  been 
prepared  primarily  by  FICC.  FICC  filed 
the  proposed  rule  change  pursuant  to 
Section  19(b)(3)(A)(ii)  of  the  Act^  and 
Rule  19b-4(fi(2)  thereunder  ^  so  that  the 
proposal  was  effective  upon  filing  with 
the  Commission.  The  Commission  is 
publishing  this  notice  to  solicit 
comments  on  the  proposed  rule  change 
from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  proposed  rule  change  will  amend 
FICC’s  Government  Securities  Division’s 
(“GSD”)  and  Mortgage  Backed 
Securities  Division’s  (“MBSD’s”)  fees. 


”17  CFR  200.30-3(a)(12). 
'  15  U.S.C.  78sCb)(l). 

2  15  U.S.C.  78s(bK3)(A)(ii). 
3 17  CFR  240.19b-4(fK2). 
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II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission, 

FICC  included  statements  concerning 
the  purpose  of  and  basis  for  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  FICC  has  prepared 
summaries,  set  forth  in  sections  A,  B, 
and  C  below,  of  the  most  significant 
aspects  of  such  statements. 

A.  Self -Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

The  purpose  of  this  filing  is  to  amend 
GSD’s  and  MBSD’s  fees. 

1.  GSD  Trade  Submission 

The  GSD  fee  structure  currently 
charges  $.30  per  submission  of  a  side  of 
a  trade  or  submission  of  a  Repo 
Transaction.  FICC  is  modifying  this  fee 
by  reducing  this  charge  according  to  the 
following  volume-based  fee  structure: 

(a)  $.16  per  submission  for  up  to 
50,000  submissions  per  month. 

(b)  $.08  per  submission  for  50,001  to 
100,000  submissions  per  month. 

(c)  $.01  per  submission  for  100,001  or 
greater  submissions  per  month. 

2.  GSD  Netting  Fee 

The  GSD  fee  structure  currently 
provides  that  the  charge  for  each  Deliver 
Obligation  and  Receive  Obligation 
created  as  a  result  of  the  netting  process 
is  a  fee  of  $0,052  per  $1  million  of  par 
value.  This  fee  is  being  irrcreased  to 
$0.06  per  $1  million. 

3.  GSD  Demand  and  Locked-In  Trade 
Data 

Data  received  by  FICC  on  a  demand 
or  locked-in  basis  from  a  Demand  Trade 
Source  or  a  Locked-in  Trade  Source 
related  to  a  side  of  a  trade  or  Repo 
Transaction  entered  into  by  a  member  or 
entered  into  by  a  non-member  for  which 
the  member  is  clearing  results  in  a 
charge  for  processing  and  reporting  by 
FICC  to  the  member  of  $0.50  per  $50 
million  increment  of  such  side  or  Repo 
Transaction.  This  fee  is  being  reduced  to 
$0.16  per  $50  million  increment  of  such 
side  or  Repo  Transaction. 

4.  MBSD  Trade  Processing 

FICC  is  reducing  the  MBSD  Trade 
Processing  fees  for  trade  creates  as 
follows: 


Items  From  1  To 

01-2,500  .  $1 .58/MM  I  $1 .44/MM 

2.501- 5,000  .  1.46/MM  i  1.32/MM 

5,001-7,500  .  1.33/MM  I  1.19/MM 

7.501- 10,000....  1.25/MM!  1.11/MM 

10,001-12,500  ..  1.12/MM  '  0.98/MM 

12,501  and  over  0.99/MM  ;  0.85/MM 

FICC  believes  that  the  proposed  rule 
change  is  consistent  with  the 
requirements  of  Section  17A  of  the  Act^ 
and  the  rules  and  regulations 
thereunder  because  it  updates  FICC’s  fee 
schedule  and  provides  for  the  equitable 
allocation  of  fees  among  its  participants. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

FICC  does  not  believe  that  the 
proposed  rule  change  will  have  any 
impact  or  impose  any  burden  on 
competition. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the  . 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

Written  comments  relating  to  the 
proposed  rule  change  have  not  yet  been 
solicited  or  received.  FICC  will  notify 
the  Commission  of  any  written 
comments  received  by  FICC. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change 'and  Timing  for 
Commission  Action 

The  foregoing  rule  change  has  become 
effective  pursuant  to  Section 
19{b)(3)(A)(ii)  of  the  Act^  and  Rule  19b- 
4(f)(2)  ®  thereunder  because  it 
establishes  or  changes  a  due,  fee,  or 
other  charge  applicable  only  to  a 
member.  At  any  time  within  60  days  of 
the  filing  of  the  proposed  rule  change, 
the  Commission  may  summarily 
abrogate  such  rule  change  if  it  appears 
to  the  Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  [http://www.sec.gov/ 
rules/ sro.shtml)  or 

■*15  U.S.C.  78q-l. 

5 15  U.S.C.  78s(b)(3)(A)(ii). 

6 17  CFR  240.19b-^(f)(2). 


•  Send  an  e-mail  to  rule- 
comment@sec.gov.  Please  include  File 
No.  SR-FICC-2008-07  on  the  subject 
line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File  No. 
SR-FICC-2008-07.  This  file  number 
should  be  included  on  the  subject  line 
if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 

DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  to  3  p.m. 
Copies  of  such  filing  also  will  be 
available  for  inspection  and  copying  at 
FICC’s  principal  office  and  on  FICC’s 
Web  site  at  http:/ /ficcxom/ gov/ 
gov. docs. jsp?NS-query=^rf.  All 
comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  available  publicly.  All 
submissions  should  refer  to  SR-FICC- 
2008-07  and  should  be  submitted  on  or 
before  August  10,  2009. 

For  the  Commission  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.^ 

Florence  E.  Hannon, 

Deputy  Secretary. 

[FR  Doc.  E9-17137  Filed  7-17-09;  8:45  am] 
BILLING  CODE  801(M)1-P 


^  17  CFR  200.30-3(a)(12). 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-60305;  File  No.  SR-NYSE- 
2009-66] 

Self-Regulatory  Organizations;  Notice 
of  Filing  and  immediate  Effectiveness 
of  Proposed  Rule  Change  by  New  York 
Stock  Exchange  LLC  To  Lower  Its 
Market  Capitalization  Continued 
Listing  Standard 

July  14,  2009. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Exchange  Act”),^  and  Rule  19b— 4 
thereunder,^  notice  is  hereby  given  that 
on  July  2,  2009,  New  York  Stock 
Exchange,  LLC  (the  “NYSE”  or  the 
“Exchange”)  filed  with  the  Securities 
and  ExchcUige  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I  and  II 
below,  which  Items  have  been  prepared 
by  the  Exchange.  The  Exchange  has 
designated  this  proposal  eligible  for 
immediate  effectiveness  pursuant  to 
Rule  19b— 4(f)(6)  ^  under  the  Exchange 
Act.  The  Commission  is  publishing  this 
notice  to  solicit  comments  on  the 
proposed  rule  change  from  interested 
persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  to 
permanently  lower  its  market 
capitalization  continued  listing  standard 
set  forth  in  Section  802.01B  of  the 
Exchange’s  Listed  Company  Manual 
(the  “Manual”)  firom  $25  million  to  $15 
million.  The  text  of  the  proposed  rule 
change  is  available  on  the  Exchange’s 
Web  site  {http://www.nyse.com),  at  the 
Exchange’s  Office  of  the  Secretary  emd 
at  the  Commission’s  Public  Reference 
room. 

n.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
self-regulatory  organization  included 
statements  concerning  the  piupose  of 
and  basis  for  the  proposed  rule  change 
and  discussed  any  comments  it  received 
on  the  proposed  rule  change.  The  text 
of  these  statements  may  be  examined  at 
the  places  specified  in  Item  IV  below. 
The  NYSE  has  prepared  summaries,  set 
forth  in  Sections  A,  B  and  C  below,  of 
the  most  significant  aspects  of  such 
statements. 


'  15  U.S.C.  78s(b)(l). 

2 17  CFR  240.19l>-4. 

3 17  OTt  240.19b-4(f)(6). 


A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

In  response  to  the  unusual  market 
conditions  over  the  last  twelve  months, 
the  Exchange  previously  adopted  a 
policy  (by  means  of  an  immediately 
effective  rule  filing '*)  providing  that, 
through  April  22,  2009,  its  average 
global  market  capitalization  continued 
listing  standard  will  apply  only  to 
companies  (including  limited 
partnerships  and  real  estate  investment 
trusts  (“REITs”))  whose  average  global 
market  capitalization  over  a  consecutive 
30  trading-day  period  falls  below  $15 
million.®  In  a  subsequent  filing,  the 
Exchange  extended  the  period  for  which 
it  temporarily  lowered  its  market 
capitalization  continued  listing 
standard,  so  that  the  lower  standard  is 
currently  in  place  through  June  30, 
2009.®  The  Exchange  now  proposes  to 
make  permanent  this  lowering  of  its 
market  capitalization  continued  listing 
standard  (including  as  it  applies  to 
limited  partnerships  and  REITs). 

The  Exchange  notes  that  it  adopted  its 
$25  million  average  global  market 
capitalization  requirement  as  recently  as 
2004 — at  a  time  when  stock  prices  were 
far  higher  than  they  are  currently — and 
that  the  requirement  prior  to  that  date 
was  $15  million.^  In  addition,  the 
temporary  lowering  of  the  standard 
through  June  30,  2009,  has  provided  the 
Exchange  with  more  recent  experience 
with  the  continued  listing  of  companies 
whose  average  global  market 
capitalization  exceeds  $15  million  but  is 
lower  than  $25  million.  This  experience 
has  made  the  Exchange  comfortable 
allowing  the  continued  listing  of 
companies  that  have  a  market 
capitalization  above  $15  million  but 
below  $25  million,  because  the 
Exchange’s  experience  has  been  that, 
where  these  companies  are  otherwise  in 


See  Securities  Exchange  Act  Release  No.  59299 
Oanuary  27,  2009),  74  FR  5709  (January  30,  2009) 
(SR-NYSE-2009-06). 

3  Section  802.01B  of  the  Manual  provides  that  the 
Exchange  will  promptly  delist  any  company 
(including  limited  partnerships  and  REITs)  if  it  is 
determine  that  the  company  has  an  average  global 
market  capitalization  over  a  consecutive  30  trading- 
day  period  of  less  than  $25  million,  regardless  of 
the  original  listing  standard  under  which  it  listed. 

A  company  is  not  eligible  to  utilize  the  cure 
procedures  set  forth  in  Sections  802.02  and  802.03 
with  respect  to  this  criterion  and  instead  is 
inunediately  subject  to  the  Exchange’s  delisting 
procedures  set  forth  in  Section  804  of  the  Manual. 

®  See  Securities  Exchange  Act  Release  No.  59510 
(March  4.  2009),  74  FR  10636  (March  11,  2009)  (SR- 
NYSE-2009-2lj. 

^  See  Securities  Exchange  Act  Release  No.  49154 
(January  29,  2004),  69  FR  5633  (February  5,  2004) 
(SR-NYSE-2003-43). 


compliance  with  all  of  the  Exchange’s 
other  qualitative  and  quantitative 
continued  listing  standards,  they  remain 
viable  enterprises  and  suitable  for 
auction  market  trading.  The  Exchange 
also  notes  that,  unlike  with  the 
Exchange’s  other  quantitative  listing 
standards.  Section  802. OlB  does  not 
provide  companies  with  any  period  of 
time  to  take  steps  to  attempt  to  regain 
compliance  with  the  standard.  The 
Exchange  further  notes  that  its 
continued  listing  standards  after 
permanent  adoption  of  the  $15  million 
market  capitalization  continued  listing 
standard  will  continue  to  be  at  least  as 
stringent  as  those  of  any  other  national 
securities  exchange.  Consequently,  the 
Exchange  believes  that  the  proposed 
amendment  is  consistent  with  the 
protection  of  investors  and  the  public 
interest  and  does  not  raise  any  novel 
regulatory  issues.  In  addition,  the 
proposed  amendment  does  not  affect  the 
status  of  NYSE  listed  securities  under 
Securities  Exchange  Act  Rule  3a51-l(a) 
(the  “Penny  Stock  Rule”),®  as  the 
Exchange’s  initial  listing  standards 
satisfy  the  requirements  of  Rule  3a51- 
l(a)(2)(i)®  and  the  continued  listing 
standards  as  amended  are  reasonably 
related  to  those  initial  listing  standards, 
as  required  by  3a51-l(a)(2)(ii).i®  In 
particular,  the  $15  million  market 
capitalization  continued  listing  standard 
is  reasonably  related  to  (i)  the  market 
value  of  listed  secruities  of  $50  million 
for  90  consecutive  days  prior  to 
applying  for  listing  initial  listing 
requirement  of  Rule  3a51- 
l(a)(2)(i)(A)(2)  and  (ii)  the  market 
value  of  listed  securities  of  $50  million 
initial  listing  requirement  of  Rule  3a51- 

l(a)(2)(i)(B).i2 

2.  Statutory  Basis 

The  Exchange  believes  that  the 
proposed  rule  change  is  consistent  with 
Section  6(b)  of  the  Securities 
Exchange  Act  of  1934  (the  “Act”),^’*  in 
general,  and  furthers  the  objectives  of 
Section  6(b)(5)  of  the  Act  in  particular 
in  that  it  is  designed  to  promote  just  and 
equitable  principles  of  trade,  to  foster 
cooperation  and  coordination  with 
persons  engaged  in  regulating,  clearing, 
settling,  processing  information  with 
respect  to,  emd  facilitating  transactions 
in  securities,  to  remove  impediments  to 
and  perfect  the  mechanism  of  a  free  and 


«17  CJFR  240.a51-l(a).  [sic] 

8 17  CFR  240.a51-l(a)(2)(i).  (sic) 
'“17  CFR  240.a51-l(a)(2)(ii).  [sic] 
"3a51-l(a)(2)(i)(A)(2).  [sic] 

'3 Rule  3a51-l(a)(2)(i)(B). 

'*15  U.S.C.  78f(b). 

See  15  U.S.C.  78a. 

'515  U.S.C.  78f(b)(5). 
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open  market  and  a  national  market 
system,  and,  in  general,  to  protect 
investors  and  the  public  interest.  The 
NYSE’s  continued  listing  requirements 
as  amended  by  the  proposed  rule 
change  remain  at  least  as  stringent  as 
those  of  any  other  national  securities 
exchange  and,  consequently,  the 
proposed  amendment  is  consistent  with 
the  protection  of  investors  and  the 
public  interest. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Exchange  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

Written  comments  were  neither 
solicited  nor  received. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Because  the  proposed  rule  change:  (i) 
Does  not  significantly  affect  the 
protection  of  investors  or  the  public 
interest;  (ii)  does  not  impose  any 
significant  burden  on  competition;  and 
(iii)  does  not  become  operative  for  30 
days  after  the  date  of  the  filing,  or  such 
shorter  time  as  the  Commission  may 
designate  if  consistent  with  the 
protection  of  investors  and  the  public 
interest,  the  proposed  rule  change  has 
become  effective  pursuant  to  Section  . 
19(b)(3)(A)  of  the  Act  and  Rule  19b- 
4(f)(6)  thereunder.’^ 

A  proposed  rule  change  filed 
pursuant  to  Rule  19b— 4(f)(6)  under  the 
Act  normally  does  not  become 
operative  for  30  days  after  the  date  of  its 
filing.  However,  Rule  19b-4(f)(6)(iii) 
permits  the  Commission  to  designate  a 
shorter  time  if  such  action  is  consistent 
with  the  protection  of  investors  and  the 
public  interest.  The  Exchange  has 
requested  that  the  Commission  waive 
the  30-day  operative  delay. 

The  Commission  believes  that 
waiving  the  30-day  operative  delay  is 
consistent  with  the  protection  of 

'6  15  U.S.C.  78s(b)(3)(A). 

17  CFR  240.19b-4(f){6).  Pursuant  to  Rule  19b- 
4(f)(6)(iii]  under  the  Act,  the  Exchange  is  required 
to  give  the  Commission  written  notice  of  its  intent 
to  hie  the  proposed  rule  change,  along  with  a  brief 
description  and  text  of  the  proposed  nde  change, 
at  least  five  business  days  prior  to  the  date  of  Sling 
of  the  proposed  rule  change,  or  such  shorter  time 
as  designated  by  the  Commission.  The  Commission 
has  determined  to  waive  this  requirement. 

-  '8 17  CFR  240.19b-4(f)(6). 

'917  CFR  240.19b-4(f)(6)(iii). 


investors  and  the  public  interest 
because  the  proposal  will  return  the 
Exchange’s  market  capitalization 
continued  listing  standard  to  the  same 
level  that  it  was  in  2004  to  $15 
million.2d  In  addition,  the  Commission 
notes  that  the  $15  million  market 
capitalization  standard,  which 
immediately  subjects  a  company  failing 
to  meet  this  standard  to  the  Exchange’s 
delisting  procedures  in  Section  804  of 
the  Manual,  is  at  least  as  stringent  as  the 
continued  listing  requirements  of 
another  national  securities  exchange.^’ 
For  these  reasons,  the  Commission 
believes  that  the  proposed  rule  change 
does  not  raise  any  new  regulatory 
issues.  Accordingly,  the  Commission 
designates  that  the  proposed  rule 
change  become  operative  immediately 
upon  filing.22 

At  any  time  within  60  days  of  the 
filing  of  the  proposed  rule  change,  the 
Commission  may  summarily  abrogate 
the  rule  change  if  it  appears  to  the 
Commission  that  such  action  is 
necessary  or  appropriate  in  the  public 
interest,  for  the  protection  of  investors, 
or  otherwise  in  furtherance  of  the 
purposes  of  the  Act. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Exchange 
Act.  Comments  may  be  submitted  by 
any  of  the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  (http://www.sec.gov/ 
rules/sro.shtml)',  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSE-2009-66  on  the 
subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSE-2009-66.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 

2“  See  supra  note  7. 

2'  See  The  NASDAQ  Stock  Market  LLC  Rule  - 
5450. 

For  purposes  only  of  waiving  the  30-day 
operative  delay,  the  Commission  has  considered  the 
proposed  rule’s  impact  on  efficiency,  competition, 
and  capital  formation.  15  U.S.C.  78c(f). 


post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C,  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  on  official  business  days  between 
the  hours  of  10  a.m.  and  3  p.m.  Copies 
of  the  filing  also  will  be  available  for 
inspection  and  copying  at  the  principal 
office  of  the  Exchange.  All  comments 
received  will  be  posted  without  change; 
the  Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR-NYSE- 
2009-66  and  should  be  submitted  on  or 
before  August  10,  2009. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.23 
Florence  E.  Hannon, 

Deputy  Secretary. 

[FR  Doc.  E9-17139  Filed  7-17-09;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-60304;  File  No.  SR-OTC- 
2009-11] 

Self-Regulatory  Organizations;  the 
Depository  Trust  Company;  Notice  of 
Filing  of  Proposed  Rule  Change  To 
Eliminate  One  of  the  Indemnity  Surety 
Programs  in  the  Profile  Modification 
System 

July  14,  2009. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”)’  and  Rule  19b-4  thereunder ^ 
notice  is  hereby  given  that  on  June  11, 
2009,  The  Depository  Trust  Company 
(“DTC”)  filed  with  the  Securities  and 
Exchange  Commission  (“Commission”) 
the  proposed  rule  change  described  in 
Items  I,  II,  and  III  below,  which  items 
have  been  prepared  primarily  by  DTC. 
The  Commission  is  publishing  this 
notice  to  solicit  comments  on  the 

29 17  CFR  200.30-3(a)(12). 

'15  U.S.C.  78s(b)(l). 

2  17CFR240.19b-4. 
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proposed  rule  change  from  interested 
parties. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  proposed  rule  change  seeks  to 
eliminate  one  of  the  Indemnity  Surety 
Programs  (“PSP  IP’)  of  DTC’s  Profile 
Modification  System  (“Profile”). ^ 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission, 

DTC  included  statements  concerning 
the  purpose  of  and  basis  for  the 
proposed  rule  change  and  discussed  any 
comments  it  received  on  the  proposed 
rule  change.  The  text  of  these  statements 
may  be  examined  at  the  places  specified 
in  Item  IV  below.  DTC  has  prepared 
summaries,  set  forth  in  sections  (A),  (B), 
and  (C)  below,  of  the  most  significant 
aspects  of  these  statements."* 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

Current  MMI  Maturity  Payment 
Procedure 

On  April  19,  2000,  the  Commission 
approved  a  DTC  rule  filing  to  establish 
Profile,®  an  electronic  communication 
medimn  between  transfer  agents  that  are 
DRS  Limited  Participants  (“Limited 
Participants”)  and  brokers  that  cU'e  DRS 
Participants  (“Participants”).  In  May 
2000,  DTC  implemented  Profile.  Profile 
allows  Participants  to  submit 
electronically  an  investor’s  instruction 
to  move  a  share  position  firom  the 
investor’s  Limited  Participant  account 
to  the  investor’s  Participant  account  at 
DTC  (“Electronic  Participant 
Instruction”).  Profile  also  allows 
Limited  Participants  to  submit  an 
investor’s  instruction  for  the  movement 
of  its  share  positions  firom  the  investor’s 
Participant  account  at  DTC  to  an 
account  maintained  by  the  Limited 
Participant  (“Electronic  Limited 
Participant  Instruction”  and,  together 
with  Electronic  Participant  Instruction, 
“Electronic  Instruction”).  A  user 
submitting  an  Electronic  Instruction 
through  Profile  is  required  to  agree  to  a 


^  DTC  has  created  a  Profile  Indemnity  Insurance 
Program  (“PIP  IF’)  to  replace  the  PSP  11.  Securities 
Exchange  Act  Release  No.  60036  (Jun.  3,  2009),  74 
FR  28085  (Jun.  12,  2009)  [File  No.  SR-DTC-2009- 
09). 

*  The  Commission  has  modified  the  text  of  the 
summaries  prepared  by  DTC. 

5  Securities  Exchange  Act  Release  No.  42704 
(Apr.  19,  2000),  65  FR  24242  (Apr.  25,  2000)  [File 
No.  SR-DTC-2000-041. 


Participant-Terminal  System  (“PTS”) 
screen  indemnity  (“Screen  Indemnity”)-. 

On  November  17,  2000,  the 
Commission  approved  a  DTC  rule  filing 
to  establish  the  Profile  Indemnity  Surety 
Program  (“PSP”).®  Under  PSP,  all  users 
of  Profile  who  agree  to  the  Screen 
Indemnity  as  part  of  their  use  of  Profile 
must  procure  a  surety  bond  (“Surety 
Bond”)  to  back  the  representations 
under  the  Screen  Indemnity. 
Participation  in  PSP  requires  the 
payment  of  an  annual  premium  of 
$3,150  to  a  surety  provider  and  an 
administration  fee  of  $250  to  DTC.  The 
PSP  surety  provider  provides  for  a 
coverage  limit  of  $3  million  per 
transaction  with  an  annual  aggregate 
limit  of  $6  million. 

On  September  14,  2005,  the 
Commission  approved  a  DTC  rule  filing 
to  establish  the  Profile  Indemnity 
Insurance  Program  (“PIP”),^  which 
serves  as  an  alternative  to  PSP.  PIP 
allows  users  of  Profile  who  agree  to  the 
Screen  Indemnity  to  have  the  option  to 
procure  insurance  relating  to  a 
particular  securities  transaction 
•  according  to  the  value  of  the  securities 
transaction.  PIP  provides  a  coverage 
limit  of  $25  million  per  transaction  with 
an  annual  aggregate  limit  of  $100 
million.  In  addition  to  any  pass-through 
fee  from  the  insurer,  DTC  charges  users 
participating  in  PIP  an  annual 
administration  fee  of  $250  and  a  per 
transaction  fee  of  $27.50. 

On  June  26,  2008,  the  Commission 
approved  a  DTC  rule  filing  to  establish 
PSP  II,®  which  provides  for  a  coverage 
limit  of  $7.5  million  per  transaction 
with  an  annual  aggregate  limit  of  $15 
million.  Users  of  PSP  II  are  required  to 
pay  an  annual  premium  of  $6,000  to  a 
surety  provider  and  a  DTC 
administration  fee  of  $250. 

On  June  3,  2009,  the  Commission 
approved  a  DTC  rule  filing  to  establish 
a  new  Profile  Indemnity  Insurance 
Program  (“PIP  11”).®  The  intent  of  PIP  II 
is  to  account  for  the  additional,  larger 
value  Profile  transactions  that  DRS 
currently  handles  and  to  serve  as  a 
replacement  for  PSP  II.  PIP  II  provides 
the  same  coverage  limits  as  PSP  II,  a 
coverage  limit  of  $7.5  million  per 
transaction  with  an  annual  aggregate 
limit  of  $15  million,  and  requires 


6  Securities  Exchange  Act  Release  No.  43586 
(Nov.  17.  2000),  65  FR  70745  (Nov.  27,  2000)  [File 
No.  SR-DTC-2000-09]. 

'  Securities  Exchange  Act  Release  No.  52422  (Sep. 
14,  2005),  70  FR  55196  (Sep.  20,  2005)  [File  No.  SR- 
DTC-2005-lll. 

®  Securities  Exchange  Act  Release  No.  58042  (Jun. 
26,  2008),  73  FR  39067  (July  8,  2008)  [File  No.  SR- 
DTC-2008-041. 

®  Securities  Exchange  Act  Release  No.  60036  (Jun. 
3,  2009)  74  FR  28085  Oun.  12,  2009)  [File  No.  DTC- 
2009-09. 


payment  of  the  same  fees,  an  annual 
premium  of  $6,000  to  an  insurance 
provider  and  a  DTC  administration  fee 
of  $250.  PIP  II  does  not  require  users  of 
Profile  to  procure  a  surety  bond. 

DTC  believes  that  the  proposed  rule 
change  is  consistent  with  the 
requirements  of  Section  17A  of  the 
Act  and  the  rules  and  regulations 
thereunder  because  the  proposed 
change  will  modify  an  existing  DTC 
service  in  order  to  provide  a  more 
suitable  choice  of  insurance  and  surety 
policies.  As  such,  it  is  a  change  to  an 
existing  service  that  does  not  adversely 
affect  the  safeguarding  of  securities  and 
funds  in  DTC’s  custody  or  control. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

DTC  does  not  believe  that  the 
proposed  rule  change  will  have  any 
impact  or  impose  any  burden  on 
competition. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

Written  comments  relating  to  the 
proposed  rule  change  have  not  yet  been 
solicited  or  received.  DTC  will  notify 
the  Commission  of  any  written 
comments  received  by  DTC. 

m.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  thirty-five  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period: 

(i)  As  the  Commission  may  designate  up 
to  ninety  days  of  such  date  if  it  finds 
such  longer  period  to  be  appropriate 
and  publishes  its  reasons  for  so  finding 
or  (ii)  as  to  which  the  self-regulatory 
organization  consents,  the  Commission 
will: 

(A)  By  order  approve  such  proposed 
rule  change  or 

(B)  Institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

IV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 
Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://www.sec.gov/ 
rules/sro.shtml)  or 


1015  U.S.C.  78q-l. 
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•  Send  an  e-mail  to  rule- 

comments@sec.gov.  Please  include  File 
Number  SR-DTC-2009-11  on  the 
subject  line.  ** 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
100  F  Street,  NE.,  Washington,  DC 
20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-DTC-2009-11.  This  file 
number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  {http://www.sec.gov/ 
rules/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  fo  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Section,  100  F  Street,  NE.,  Washington, 
DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  such  filings  also  will  be 
available  for  inspection  and  copying  at 
the  principal  office  of  DTC  and  on 
DTC’s  Web  site  at  http://dtcc.com/ 
downloads/legal/rule Jilings/2009/dtc/ 
2009-11. pdf.  All  comments  received 
will  be  posted  without  change;  the 
Commission  does  not  edit  personal 
identifying  information  from 
submissions.  You  should  submit  only 
information  that  you  wish  to  make 
available  publicly.  All  submissions 
should  refer  to  File  Number  SR-DTC- 
2009-11  and  should  be  submitted  on  or 
before  August  10,  2009. 

For  the  Commission  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.'* 

Florence  E.  Harmon, 

Deputy  Secretary. 

[FR  Doc.  E9-17138  Filed  7-17-09;  8:45  am] 
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SECURITIES  AND  EXCHANGE 
COMMISSION 

[Release  No.  34-60297;  File  No.  SR-NYSE 
Amex-2009-42] 

Self-Regulatory  Organizations;  NYSE 
Amex  LLC;  Notice  of  Filing  of 
Proposed  Rule  Change  To  Propose 
New  Rules  To  Govern  Electronic 
Complex  Order  Trading 

July  13,  2009. 

Pursuant  to  Section  19(b)(1)  of  the 
Securities  Exchange  Act  of  1934 
(“Act”),'  and  Rule  19b-4  thereunder,^  • 
notice  is  hereby  given  that  on  July  9, 
2009,  NYSE  Amex  LLC  (“NYSE  Amex” 
or  “Exchange”)  filed  with  the  Securities 
and  Exchange  Commission 
(“Commission”)  the  proposed  rule 
change  as  described  in  Items  I,  II,  and 
III  below,  which  Items  have  been 
prepared  by  the  Exchange.’  The 
Commission  is  publishing  this  notice  to 
solicit  comments  on  the  proposed  rule 
change  from  interested  persons. 

I.  Self-Regulatory  Organization’s 
Statement  of  the  Terms  of  Substance  of 
the  Proposed  Rule  Change 

The  Exchange  proposes  new  rules  to 
govern  Electronic  Complex  Order 
trading. 

The  text  of  the  proposed  rule  change 
is  available  on  the  Exchange’s  Internet 
Web  site  at  http://www.nyse.com,  at  the 
Exchange’s  principal  office,  and  at  the 
Commission’s  Public  Reference  Room. 

II.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

In  its  filing  with  the  Commission,  the 
Exchange  included  statements 
concerning  the  purpose  of,  and  basis  for, 
the  proposed  rule  change  and  discussed 
any  comments  it  received  on  the 
proposed  rule  change.  The  text  of  these 
statements  may  be  examined  at  the 
places  specified  in  Item  IV  below.  The 
Exchange  has  prepared  summaries,  set 
forth  in  sections  A,  B,  and  C  below,  of 
the  most  significant  aspects  of  such 
statements. 

A.  Self-Regulatory  Organization’s 
Statement  of  the  Purpose  of,  and 
Statutory  Basis  for,  the  Proposed  Rule 
Change 

1.  Purpose 

NYSE  Amex  proposes  new  rules  that 
describe  Electronic  Complex  Order 
Trading.  Electronic  Complex  Orders  are 
Complex  Orders  and  Stock/option 


'  15  U.S.C.  78s(bKl). 
2  17CrR240.19b-4. 


Orders  that  are  entered  electronically 
into  the  NYSE  Amex  System. 

Proposed  Rule  980NY  describes  the 
entry  of  Electronic  Complex  Orders  in 
the  Consolidated  Book  and  the  , 
operation  of  a  Complex  Matching 
Engine.  The  Complex  Matching  Engine 
is  the  mechanism  in  which  Electronic 
Complex  Orders  are  executed  against 
each  other  or  against  individual  quotes 
and  orders  in  the  Consolidated  Book. 
Electronic  Complex  Orders  in  the 
Consolidated  Book  will  be  available  to 
all  market  participants  via  an  electronic 
interface.  NYSE  Amex  proposes  that 
Electronic  Complex  Orders  be  ranked  in 
the  Consolidated  Book  in  price/time 
priority  based  on  the  strategy  and  the 
total  or  net  debit  or  credit,  provided  that 
Electronic  Complex  Orders  on  behalf  of 
Customers  shall  be  ranked  ahead  of 
same  price  Electronic  Complex  Orders 
for  non-Customers. 

Electronic  Complex  Orders  eligible  for 
execution  in  the  Complex  Matching 
Engine  are  defined  to  be  consistent  with 
the  Linkage  Plan  Trade  Through 
exemption;  ^  they  therefore  may  report 
execution  prices  for  the  individual  legs 
of  a  Complex  Trade  that  are  outside  of 
the  National  Best  Bid  or  Offer.  However, 
the  Complex  Matching  Engine  will 
never  execute  any  of  the  legs  of  a 
Complex  Trade  at  a  price  outside  of  the 
NYSE  Amex  best  bid/offer  for  that  leg. 

NYSE  Amex  also  proposes  that 
Electronic  Complex  Orders  attempt  to 
execute  against  other  Electronic 
Complex  Orders  in  the  Consolidated 
Book,  before  attempting  to  execute 
against  the  individual  leg  markets  in  the 
Consolidated  Book,  provided  that  for 
purposes  of  priority,  where  the  total  or 
net  debit  or  credit  derived  from 
Customer  orders  in  the  individual  leg 
market  is  better  than  or  equal  to  the 
price  of  the  Electronic  Complex  Order, 
the  Customer  orders  in  the  individual 
leg  markets  will  maintain  priority. 

NYSE  Amex  notes  that  the  various 
options  exchange  rule  sets  recognize 
that  investors  wishing  to  complete  a 
complex  strategy  should  not  be 
encumbered  by  orders  for  a  single  leg. 

For  instance,  the  markets  for  two  call 
series  is  as  follows: 

XYZ  July  30:  2.20-2.40  10  x  10 
XYZJuly  35:  1.10-1.25  10x10 

An  Electronic  Complex  Order  is 
entered  to  Buy  10  July  30/Sell  10  July 
35  for  a  Net  Debit  of  1.30.  The  Complex 
Matching  Engine  checks  the 
Consolidated  Book,  and  seeing  there  are 


^  They  are  also  defined  to  be  consistent  with  the 
proposed  exemption  described  in  the  Proposed 
Options  Order  Protection  and  Locked/Crossed 
Market  Plan  (F’ile  No.  4-546,  Exchange  Act  Release 
No.  34-59647). 


”  17CFR200.30-3(a)(12). 
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no  Electronic  Complex  Orders  willing  to 
sell  the  strategy,  executes  against  the  leg 
markets,  at  prices  of  2.40  for  the  July  30 
calls,  and  1.10  for  the  July  35  calls. 

With  the  same  leg  markets  available, 
another  Electronic  Complex  Order  is 
sent  to  NYSE  Amex  to  Buy  10  July  30/ 
Sell  10  July  35  for  a  Net  Debit  of  1.00. 
Since  the  screen  market  is  .95-1.30,  the 
order  would  not  execute,  but  route  to 
the  Consolidated  Book,  and  post  with  a 
Debit  of  1.00.  This  would  be 
disseminated  to  all  NYSE  Amex  market 
participants. 

An  order  to  Sell  July  30/Buy  July  35 
for  a  credit  of  1.00  arrives.  It  is  routed 
directly  to  the  Complex  Matching 
Engine,  where  it  is  matched  against  the 
posted  order  with  a  debit  of  1.00,  and 
priced  at  the  first  available  prices  found 
in  the  Complex  Matching  Engine.  For 
*  excunple,  under  this  scenario,  it  is 
possible  to  execute  at  2.20  and  1.20. 

The  Exchange  proposes,  however,  that 
if  Customer  orders  in  the  individual  leg 
markets  are  pricing  the  strategy  at  the 
same  price  as  the  posted  Electronic 
Complex  Order,  an  Electronic  Complex 
Order  sent  to  be  executed  against  the 
posted  order  will  instead  execute 
against  the  individual  Customer  orders 
in  the  leg  markets.  For-instance, 
suppose  that  before  the  second  order 
described  above  arrives,  the  individual 
leg  markets  in  the  options  change  as 
follows,  with  Customer  orders  at  the 
best  prices  in  the  Consolidated  Book: 
XYZ  July  30:  2.20-2.40  10  x  10 
XYZ  July  35:  1.10-1.20  10  x  10 

The  Customer  orders  in  the  individual 
leg  markets  are  now  pricing  the  strategy 
at  the  same  price  as  the  posted 
Electronic  Complex  Order.  Even  though 
the  Electronic  Complex  Order  net  debit 
has  been  disseminated  and  advertised, 
the  Customer  orders  in  the  individual 
leg  markets  will  maintain  priority  over 
the  posted  Electronic  Complex  Order. 
The  Complex  Matching  Engine  will 
execute  the  incoming  Electronic 
Complex  Order  with  a  credit  of  1.00 
against  the  1.00  debit  price  of  the 
Customer  orders  in  the  leg  markets,  and 
then  any  residual  will  be  matched 
against  the  Electronic  Complex  Order  in 
the  Consolidated  Book  at  the  same  1.00 
debit. 

Electronic  Complex  Orders  that  are 
not  executable  are  entered  into  the 
Consolidated  Book.  The  Complex 
Matching  Engine  will  monitor  the 
markets  in  the  individual  legs  of 
Electronic  Complex  Orders  in  the 
Consolidated  Book.  If  the  market  prices 
in  the  legs  move  so  that  the  Electronic 
Complex  Order  is  now  executable  in  full 
{or  in  a  permissible  ratio),  the  Electronic 
Complex  Order  will  be  executed  against 


the  individual  orders  and  quotes  in  the 
leg  markets. 

The  Exchange  proposes  that 
Specialists  not  be  afforded  any 
guaranteed  allocation  either  in  the 
execution  of  a  complex  strategy  nor  if 
present  at  the  NYSE  Amex  BBO  when 
an  Electronic  Complex -Order  executes 
against  the  individual  leg  markets. 

There  is  no  obligation  for  Specialists  (or 
any  Market  Maker)  to  quote  prices  for 
complex  strategies;  therefore  there  is  no 
need  for  a  guaranteed  allocation.  A 
market  participant  that  establishes  a 
price  for  a  strategy  should  be  rewarded 
for  setting  that  price  by  being  granted 
time  priority,  provided  that  Electronic 
Complex  Orders  on  behalf  of  Customers 
are  ranked  ahead  of  same  price  Complex 
Orders  for  non-Customers.  Similarly, 
the  Specialist’s  quotes  in  the  individual 
leg  markets  are  available  to  all  orders, 
but  are  not  advertising  a  particular 
strategy.  They  should  not  be  granted  a 
guaranteed  allocation  in  any  of  the  leg 
markets  resulting  from  the  execution  of 
a  Complex  Order.  Complex  Orders  will 
thus  execute  against  Customer  Orders  in 
the  individual  legs  of  the  Consolidated 
Book,  and  then  against  non-Customer 
trading  interest  in  the  leg  markets  on  a 
size  pro-rata  basis. 

For  purposes  of  the  firm  quote  rule. 
Electronic  Complex  Orders  in  the 
Consolidated  Book  shall  be  considered 
“firm”  at  the  posted  debit  or  credit.^ 

The  Exchange  also  proposes  clarifying 
Commentaries  to  the  proposed  Rule. 
Commentary  .01  clarifies  that  Complex 
bids  and  offers  may  be  expressed  and 
executed  in  one  cent  increments, 
regardless  of  the  minimum  price 
variation  of  the  component  series. 
Commentary  .02  clarifies  that  at  least 
one  leg  of  a  Complex  Order  transaction 
must  trade  at  a  price  that  is  at  least  one 
minimum  price  variation  better  than  all 
Customer  bids  and  offers  in  the 
Consolidated  Book  for  the  that  series. 

Proposed  Commentary  .03  outlines 
special  provisions  for  Stock/option 
orders.  Among  these  are  that  a  Complex 
Order  with  a  stock  component  is 
considered  a  Stock/option  order. 
Additionally,  a  Stock/option  order  may 
not  trade  on  the  price  of  a  Customer 
order  in  the  Consolidated  Book  in  the 
option  leg  unless  it  trades  with  the 
Customer  order. 

Commentary  .03  also  outlines  that  the 
stock  component  must  be  executed  in 
accordance  with  the  rules  of-the 
executing  venue,  and  that  Stock/option 
orders  may  be  executed  in  one  cent 
increments  regardless  of  the  minimum 
price  increment  in  the  option  leg. 


■*  See  Exchange  Act  Rule  602. 


2.  Statutory  Basis 

The  proposed  rule  change  is 
consistent  with  Section  6(b)  of  the  Act,® 
in  general,  and  furthers  the  objectives  of 
Section  6(b)(5)  ®  in  particular  in  that  it 
is  designed  to  prevent  fraudulent  and 
manipulative  acts  and  practices,  to 
promote  just  and  equitable  principles  of 
trade,  to  foster  cooperation  and 
coordination  with  persons  engaged  in 
facilitating  transactions  in  securities, 
and  to  remove  impediments  to  and 
perfect  the  mechanism  for  a  free  and 
open  market  and  a  national  market 
system.  NYSE  Amex  believes  the 
proposed  rule,  related  to  Electronic 
Complex  Orders,  are  appropriate  in  that 
Complex  Orders  are  widely  recognized 
by  market  participants  as  invaluable, 
both  as  an  investment,  and  a  risk 
management  strategy.  The  proposed  rule 
will  provide  the  opportunity  for  a  more 
efficient  mechanism  for  carrying  out 
these  strategies. 

B.  Self-Regulatory  Organization’s 
Statement  on  Burden  on  Competition 

The  Exchange  does  not  believe  that 
the  proposed  rule  change  will  impose 
any  burden  on  competition  that  is  not 
necessary  or  appropriate  in  furtherance 
of  the  purposes  of  the  Act. 

C.  Self-Regulatory  Organization’s 
Statement  on  Comments  on  the 
Proposed  Rule  Change  Received  From 
Members,  Participants,  or  Others 

No  written  comments  were  solicited 
or  received  with  respect  to  the  proposed 
rule  change. 

III.  Date  of  Effectiveness  of  the 
Proposed  Rule  Change  and  Timing  for 
Commission  Action 

Within  35  days  of  the  date  of 
publication  of  this  notice  in  the  Federal 
Register  or  within  such  longer  period  (i) 
as  the  Commission  may  designate  up  to 
90  days  of  such  date  if  it  finds  such 
longer  period  to  be  appropriate  and 
publishes  its  reasons  for  so  finding,  or 
(ii)  as  to  which  the  self-regulatory 
organization  consents,  the  Commission 
will: 

.  (A)  By  order  approve  such  proposed 
rule  change;  or 

(B)  institute  proceedings  to  determine 
whether  the  proposed  rule  change 
should  be  disapproved. 

rV.  Solicitation  of  Comments 

Interested  persons  are  invited  to 
submit  written  data,  views,  and 
arguments  concerning  the  foregoing, 
including  whether  the  proposed  rule 
change  is  consistent  with  the  Act. 


5 15  U.S.C.  78f(b). 

6  15U.S.C.  78f(b)(5). 
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Comments  may  be  submitted  by  any  of 
the  following  methods: 

Electronic  Comments 

•  Use  the  Commission’s  Internet 
comment  form  {http://www.sec.gov/ 
rules/sro.shtml)',  or 

•  Send  an  e-mail  to  rule- 
comments@sec.gov.  Please  include  File 
Number  SR-NYSE  Amex-2009-42  on 
the  subject  line. 

Paper  Comments 

•  Send  paper  comments  in  triplicate 
to  Elizabeth  M.  Murphy,  Secretary, 
Securities  and  Exchange  Commission, 
Station  Place,  100  F  Street,  NE., 
Washington,  DC  20549-1090. 

All  submissions  should  refer  to  File 
Number  SR-NYSE  Amex-2009-42.  This 
file  number  should  be  included  on  the 
subject  line  if  e-mail  is  used.  To  help  the 
Commission  process  and  review  your 
comments  more  efficiently,  please  use 
only  one  method.  The  Commission  will 
post  all  comments  on  the  Commission’s 
Internet  Web  site  [http://www.sec.gov/ 
ruIes/sro.shtml).  Copies  of  the 
submission,  all  subsequent 
amendments,  all  written  statements 
with  respect  to  the  proposed  rule 
change  that  are  filed  with  the 
Commission,  and  all  written 
communications  relating  to  the 
proposed  rule  change  between  the 
Commission  and  any  person,  other  than 
those  that  may  be  withheld  from  the 
public  in  accordance  with  the 
provisions  of  5  U.S.C.  552,  will  be 
available  for  inspection  and  copying  in 
the  Commission’s  Public  Reference 
Room,  100  F  Street,  NE.,  Washington, 
DC  20549,  on  official  business  days 
between  the  hours  of  10  a.m.  and  3  p.m. 
Copies  of  such  filing  also  will  be 
available  for  inspection  and  copying  at 
the  principal  office  of  the  Exchange.  All 


comments  received  will  be  posted 
without  change;  the  Commission  does 
not  edit  personal  identifying 
information  from  submissions.  You 
should  submit  only  information  that 
you  wish  to  make  publicly  available.  All 
submissions  should  refer  to  File 
Number  SR-NYSE  Amex-2009-42  and 
should  be  submitted  on  or  before 
August  10,  2009. 

For  the  Commission,  by  the  Division  of 
Trading  and  Markets,  pursuant  to  delegated 
authority.^ 

Florence  E.. Harmon, 

Deputy  Secretary. 

(FR  Doc.  E9-17136  Filed  7-17-09;  8:45  am] 
BILLING  CODE  8010-01 -P 


SOCIAL  SECURITY  ADMINISTRATION 

Agency  Information  Collection 
Activities:  Comment  Request 

The  Social  Security  Administration 
(SSA)  publishes  a  list  of  information 
collection  packages  requiring  clearance 
by  the  Office  of  Management  and 
Budget  (OMB)  in  compliance  with 
Public  Law  (Pub.  L.)  104-13,  the 
Paperwork  Reduction  Act  of  1995, 
effective  October  1, 1995.  This  notice 
includes  revisions  to  OMB-approved 
information  collections. 

SSA  is  soliciting  comments  on  the 
accuracy  of  the  agency’s  burden 
estimate;  the  need  for  the  information; 
its  practical  utility;  ways  to  enhance  its 
quality,  utility,  and  clarity;  and  ways  to 
minimize  the  burden  on  respondents, 
including  the  use  of  automated 
collection  techniques  or  other  forms  of 
information  technology.  Mail,  e-mail,  or 
fax  your  comments  and 
recommendations  on  the  information 
collection{s)  to  the  OMB  Desk  Officer 
and  the  SSA  Reports  Clearance  Officer 


to  the  addresses  or  fax  numbers  shown 
below:  (OMB)  Office  of  Management 
and  Budget,  Attn:  Desk  Officer  for  SSA, 
Fax:  202-395-6974,  E-mail  address: 
OIRA_Submission@omb.eop.gov.  (SSA) 
Social  Security  Administration, 

DCBFM,  Attn:  Reports  Clearance 
Officer,  1332  Annex  Building,  6401 
Security  Blvd.,  Baltimore,  MD  21235, 
Fax:  410-965-6400,  E-mail  address: 
OPLM.RCO@ssa.gov. 

SSA  has  submitted  the  information 
collection  we  list  below  to  OMB  for 
clearance.  Your  comments  on  the 
information  collection  would  be  most 
useful  if  OMB  and  SSA  receive  them 
within  30  days  from  the  date  of  this 
publication.  To  be  sure  we  consider 
your  comments,  we  must  receive  them 
no  later  than  August  19,  2009.  You  can 
obtain  a  copy  of  the  OMB  clearance 
package  by  calling  the  SSA  Reports 
Clearance  Officer  at  410-965-3758  or  by 
writing  to  the  above  e-mail  address. 

Integrated  Registration  Services  (IRES) 
System— 20  CFR  401.45-0960-0626 

The  IRES  System  verifies  the  identity 
of  individuals,  businesses, 
organizations,  entities,  and  government 
agencies  to  use  SSA’s  eService  Internet 
and  telephone  applications  for 
requesting  and  exchanging  business 
data  with  SSA.  The  requestor  provides  • 
information,  prescribed  by  SSA,  to 
establish  his  or  her  identity.  Once  SSA 
verifies  identity,  IRES  will  issue  the 
requestor  a  user  identification  number 
(User  ID)  and  a  password  to  conduct 
business  with  SSA.  Respondents  are 
employers  and  third  party  submitters  of 
wage  data,  business  entities  providing 
taxpayer  identification  information,  and 
data  exchange  partners  conducting 
business  in  support  of  SSA  programs. 

Type  of  Request:  Revision  of  an  OMB- 
approved  information  collection. 


i 

Respondent  types 

- 1 

Number  of 
respondents  | 

Average 
burden  per 
response 
(minutes) 

Estimated 
annual  burden 
(hours) 

Appointed"  Representatives  Registering  via  Internet  . 

200,000  ' 

5 

16,667 

All  Other  Business  Services  Online  (BSO)  Respondents  Registering  via  Internet  . 

1,300,000  1 

5 

108,333 

Appointed  Representatives  Registering  via  CSA . 

88,000 

11 

16,133 

All  Other  BSO  Respondents  Registering  via  CSA . . 

120,794 

11 

1  22,146 

Total . 

1,708,794 

i 

I  163,279 

Dated:  July  15,  2009. 

John  Biles, 

Reports  Clearance  Officer,  Center  for  Reports 
Clearance,  Social  Security  Administration. 
[FR  Doc.  E9-17224  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4191-02-P 


SOCIAL  SECURITY  ADMINISTRATION 

Agency  Announcement 

The  Social  Security  Administration 
(SSA)  is  announcing  the  following 


information  about  one  of  its  information 
collections: 


17  CFR  200.30-3(a)(12). 
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Consent  Based  Social  Security  Number 
Verification  Service  (CBSV)— ^960- 
0760 

The  Social  Security  Administration 
(SSA)  is  hereby  giving  notice  that 
effective  October  1,  2009,  the 
transaction  fee  for  SSA’s  CBSV  service 
will  increase  to  $5.00  per  transaction. 

CBSV  is  a  fee-based  service  that 
provides  instant,  automated  Social 
Security  number  (SSN)  verification  to 
private  businesses  and  government 
agencies  who  obtain  a  valid,  signed 
consent  form  from  the  SSN  holder. 

These  parties  may  only  use  verification 
results  for  the  reason  that  the  number 
holder  specifies  on  the  consent  form. 
CBSV  can  easily  handle  large  volume 
requests  and  is  currently  open  for 
enrollment. 

We  charge  a  fee  to  cover  the  cost  of 
providing  this  service.  To  use  CBSV, 
companies  must  pay  a  one-time,  non- 
refundable  enrollment  fee  of  $5,000  and 
a  transaction  fee  per  SSN  verification 
request.  The  transaction  fee  is  presently 
56  cents  based  on  our  assumption  that 
we  would  receive  5.7  million  SSN 
verification  requests  annually.  That 
voliune,  however,  did  not  materialize, 
and  we  now  estimate  receiving  1 
million  requests.  Effective  October  1, 
2009,  the  transaction  fee  will  increase  to 
$5.00  due  to  significantly  fewer 
requests.  Based  on  the  revised  estimate 
of  1  million  annual  transactions,  this 
adjustment  is  necessary  to  recover  our 
costs  to  develop  and  operate  the  system. 
Periodically,  we  will  recalculate  CBSV 
operational  costs,  review  the  number  of 
transactions,  and  adjust  the  transaction 
fee  as  needed.  We  will  notify 
subscribers  in  writing  of  any  change  in 
the  transaction  fee. 

Dated:  July  15,  2009. 

John  Biles, 

Reports  Clearance  Officer,  Center  for  Reports 
Clearance,  Social  Security  Administration. 
(FR  Doc.  E9-17225  Filed  7-17-09;  8:45  am] 
BILUNG  CODE  4191-02-P 

DEPARTMENT  OF  STATE 

[Public  Notice  6701] 

Additional  Designation  of  an  Entity 
Pursuant  to  Executive  Order  13382 

AGENCY:  Department  of  State. 

ACTION:  Designation  of  North  Korea’s 
Namchongang  Trading  Corporation 
Pursuant  to  Executive  Order  13382. 

SUMMARY:  Pursuant  to  the  authority  in 
section  l(ii)  of  Executive  Order  13382, 
“Blocking  Property  of  Weapons  of  Mass 
Destruction  Proliferators  and  Their 
Supporters”,  the  State  Department,  in 


consultation  with  the  Secretary  of  the 
Treasury  and  the  Attorney  General,  has 
determine  that  one  North  Korean 
entity,  Namchongang  Trading 
Corporation,  has  engaged,  or  attempted 
to  engage,  in  activities  or  transactions 
that  have  materially  contributed  to,  or 
pose  a  risk  of  materially  contributing  to, 
the  proliferation  of  weapons  of  mass 
destruction  or  their  means  of  delivery 
(including  missiles  capable  of  delivering 
such  weapons),  including  any  efforts  to 
manufacture,  acquire,  possess,  develop, 
transport,  tremsfer  or  use  such  items,  by 
any  person  or  foreign  country  of 
proliferation  concern. 

DATES:  The  designation  by  the  Deputy 
Secretary  of  State  of  the  entity  identified 
in  this  notice  pursuant  to  Executive 
Order  13382  is  effective  on  June  30, 

2009. 

FOR  FURTHER  INFORMATION  CONTACT: 

Director,  Office  of  Counterproliferation 
Initiatives,  Bureau  of  International 
Security  and  Nonproliferation, 
Departihent  of  State,  Washington,  DC 
20520,  tel:  202-647-5193. 

Background 

On  June  28,  2005,  the  President, 
invoking  the  authority,  inter  alia,  of  the 
International  Emergency  Economic 
Powers  Act  (50  U.S.C.  1701-1706) 
(“lEEPA”),  issued  Executive  Order 
13382  (70  FR  38567,  July  1,  2005)  (the 
“Order”),  effective  at  12:01  a.m.  eastern 
daylight  time  on  June  30,  2005.  In  the 
Order  the  President  took  additional 
steps  with  respect  to  the  national 
emergency  described  and  declared  in 
Executive  Order  12938  of  November  14, 
1994,  regarding  the  proliferation  of 
weapons  of  mass  destruction  and  the 
means  of  delivering  them. 

Section  1  of  the  Order  blocks,  with 
certain  exceptions,  all  property  and 
interests  in  property  that  are  in  the 
United  States,  or  that  hereafter  come 
within  the  United  States  or  that  are  or 
hereafter  come  within  the  possession  or 
control  of  United  States  persons,  of:  (1) 
The  persons  listed  in  the  Annex  to  the 
Order,  (2)  any  foreign  person 
determined  by  the  Secretary  of  State,  in 
consultation  with  the  Secretary  of  the 
Treasury,  the  Attorney  General,  and 
other  relevant  agencies,  to  have 
engaged,  or  attempted  to  engage,  in 
activities  or  transactions  that  have 
materially  contributed  to,  or  pose  a  risk 
of  materially  contributing  to,  the 
proliferation  of  weapons  of  mass 
destruction  or  their  means  of  delivery 
(including  missiles  capable  of  delivering 
such  weapons),  including  any  efforts  to 
manufacture,  acquire,  possess,  develop, 
transport,  transfer  or  use  such  items,  by 
any  person  or  foreign  country  of 


proliferation  concern;  (3)  any  person 
determined  by  the  Secretary  of  the 
Treasury,  in  consultation  with  the 
Secretary  of  State,  the  Attorney  General, 
and  other  relevant  agencies,  to  have 
provided,  or  attempted  to  provide, 
financial,  material,  technological  or 
other  support  for,  or  goods  or  services 
in  support  of,  any  activity  or  transaction 
described  in  clause  (2)  above  or  any 
person  whose  property  and  interests  in 
property  are  blocked  pursuant  to  the 
Order;  and  (4)  any  person  determined 
by  the  Secretary  of  the  Treasury,  in 
consultation  with  the  Secretary  of  State, 
the  Attorney  General,  and  other  relevant 
agencies,  to  be  owned  or  controlled  by, 
or  acting  or  purporting  to  act  for  or  on 
behalf  of,  directly  or  indirectly,  and 
person  whose  property  and  interests  in 
property  are  blocked  pursuant  to  the 
Order. 

Information  on  the  additional 
designees  is  as  follows: 

Namchongang  Trading  Corporation, 
(a.k.a.  NCG,  a.k.a.  Namchongang 
Trading,  a.k.a.  Nam  Chon  Gang 
Corporation,  a.k.a.  Nomchongang 
Trading  Co.),  Pyongyang,  North  Korea 
[NPWMD]. 

Dated:  June  30  2009. 

James  B.  Steinberg, 

Deputy  Secretary,  Department  of  State. 

[FR  Doc.  E9-17192  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4710-27-P 

DEPARTMENT  OF  STATE 

[Public  Notice  6703] 

Culturally  Significant  Objects  Imported 
for  Exhibition  Determinations: 

“Georgia  O’Keeffe:  Abstraction” 

SUMMARY:  Notice  is  hereby  given  of  the 
following  determinations:  Pursuant  to 
the  authority  vested  in  me  by  the  Act  of 
October  19,  1965  (79  Stat.  985;  22  U.S.C. 
2459),  Executive  Order  12047  of  March 
27, 1978,  the  Foreign  Affairs  Reform  and 
Restructuring  Act  of  1998  (112  Stat. 
2681,  et  seq.i  22  U.S.C.  6501  note,  et 
seq.).  Delegation  of  Authority  No.  234  of 
October  1, 1999,  Delegation  of  Authority 
No.  236  of  October  19, 1999,  as 
amended,  and  Delegation  of  Authority 
No.  257  of  April  15,  2003  [68  FR  19875], 
I  hereby  determine  that  the  objects  to  be 
included  in  the  exhibition  “Georgia 
O’Keeffe:  Abstraction,”  imported  from 
abroad  for  temporary  exhibition  within 
the  United  States,  are  of  cultural 
significance.  The  objects  are  imported 
pursuant  to  loan  agreements  with  the 
foreign  owners  or  custodians.  I  also 
determine  that  the  exhibition  or  display 
of  the  exhibit  objects  at  the  Whitney 
Museum  of  American  Art,  New  York, 
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NY,  from  on  or  about  September  17, 
2009,  until  on  or  about  January  17, 

2010;  at  the  Phillips  Collection, 
Washington,  DC,  from  on  or  about 
February  6  until  on  or  about  May  9, 
2010;  at  the  Georgia  O’Keeffe  Museum, 
Santa  Fe,  NM,  from  on  about  May  28 
until  on  or  about  September  12,  2010; 
and  at  possible  additional  exhibitions  or 
venues  yet  to  be  determined,  is  in  the 
national  interest.  Public  Notice  of  these 
Determinations  is  ordered  to  be 
published  in  the  Federal  Register. 

FOR  FURTHER  INFORMATION  CONTACT:  For 
further  information,  including  a  list  of 
the  exhibit  objects,  contact  Carol  B. 
Epstein,  Attorney-Adviser,  Office  of  the 
Legal  Adviser,  U.S.  Department  of  State 
[telephone:  202/453-8048).  The  address 
is  U.S.  Department  of  State,  SA-44,  301 
4th  Street,  SW.,  Room  700,  Washington, 
DC  20547-0001. 

Dated:  July  14,  2009. 

C.  Miller  Crouch, 

Acting  Assistant  Secretary  for  Educational 
and  Cultural  Affairs,  Department  of  State. 

(FR  Doc.  E9-17194  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4710-05-P 


DEPARTMENT  OF  STATE 

[Public  Notice  6702] 

Culturally  Significant  Objects  imported 
for  Exhibition  Determinations: 
“Kandinsky” 

summary:  Notice  is  hereby  given  of  the 
following  determinations:  Pursuant  to 
the  authority  vested  in  me  by  the  Act  of 
October  19, 1965  (79  Stat.  985;  22  U.S.C. 
2459),  Executive  Order  12047  of  March 
27, 1978,  the  Foreign  Affairs  Reform  and 
Restructuring  Act  of  1998  (112  Stat. 
2681,  et  seq.;  22  U.S.C.  6501  note,  et 
seq.),  Delegation  of  Authority  No.  234  of 
October  1, 1999,  Delegation  of  Authority 
No.  236  of  October  19,  1999,  as 
amended,  and  Delegation  of  Authority 
No.  257  of  April  15,  2003  [68  FR  19875], 
I  hereby  determine  that  the  objects  to  be 
included  in  the  exhibition  “Kandinsky”, 
imported  from  abroad  for  temporary 
exhibition  within  the  United  States,  are 
of  cultural  significance.  The  objects  are 
imported  pursuant  to  loan  agreements 
with  the  foreign  owners  or  custodians. 

I  also  determine  that  the  exhibition  or 
display  of  the  exhibit  objects  at  the 
Solomon  R.  Guggenheim  Museum,  New 
York,  NY,  from  on  or  about  September 
18,  2009,  until  on  or  about  January  17, 
2010,  and  at  possible  additional 
exhibitions  or  venues  yet  to  be 
determined,  is  in  the  national  interest. 
Public  Notice  of  these  Determinations  is 
ordered  to  be  published  in  the  Federal 
Register. 


FOR  FURTHER  INFORMATION  CONTACT:  For 

further  information,  including  a  list  of 
the  exhibit  objects,  contact  Julie 
Simpson,  Attorney-Adviser,  Office  of 
the  Legal  Adviser,  U.S.  Department  of 
State  (telephone:  (202-453-8050)).  The 
address  is  U.S.  Department  of  State,  SA- 
44,  301  4th  Street,  SW.,  Room  700, 
Washington,  D.C.  20547-0001. 

Dated:  July  14,  2009. 

C.  Miller  Crouch, 

Acting  Assistant  Secretary  for  Educational 
and  Cultural  Affairs,  Department  of  State. 

[FR  Doc.  E9-17193  Filed  7-17-09;  8:45  am] 
BILLING  CODE  471(M)5-P 


DEPARTMENT  OF  TRANSPORTATION 

Federal  Aviation  Administration 

Agency  Information  Collection  Activity 
Seeking  0MB  Approval 

agency:  Federal  Aviation 
Administration  (FAA),  DOT. 

ACTION:  Notice. 

SUMMARY:  The  FAA  invites  public 
comments  about  our  intention  to  request 
the  Office  of  Management  and  Budget’s 
(0MB)  revision  of  a  current  information 
collection.  The  Federal  Register  Notice 
with  a  60-day  comment  period  soliciting 
comments  on  the  following  collection  of 
information  was  published  on  February 
2,  2009,  vol.  74,  no.  20,  pages  5884- 
5885.  The  information  determines  if 
applicant  proposals  for  conducting 
commercial  space  launches  can  he 
accomplished  according  to  regulations 
issued  by  the  Office  of  the  Associate 
Administrator  for  Commercial  Space 
Transportation. 

DATES:  Please  submit  comments  by  . 
August  19,  2009. 

FOR  FURTHER  INFORMATION  CONTACT: 

Carla  Mauney  at  Carla.Mauney@faa.gov. 

SUPPLEMENTARY  INFORMATION: 

Federal  Aviation  Administration  (FAA) 

Title:  Commercial  Space 
Transportation  Licensing  Regulations. 

Type  of  Request:  Extension  without 
change  of  a  currently  approved 
collection. 

OMB  Control  Number:  2120-0608. 
Form(s):  Form  8800-1. 

Affected  Public:  An  estimated  2 
Respondents. 

Frequency:  This  information  is 
collected  on  occasion. 

Estimated  Average  Burden  per 
Response:  Approximately  1,544.5  hours 
per  response. 

Estimated  Annual  Burden  Hours:  An 
estimated  3,089  hours  annually. 

Abstract:  The  information  determines 
if  applicant  proposals  for  conducting 


commercial  space  launches  can  be 
accomplished  according  to  regulations 
issued  by  the  Office  of  the  Associate 
Administrator  for  Commercial  Space 
Transportation. 

ADDRESSES:  Interested  persons  are 
invited  to  submit  written  comments  on 
the  proposed  information  collection  to 
the  Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget.  Comments  should  be  addressed 
to  the  attention  of  the  Desk  Officer, 
Department  of  Transportation/FAA,  and 
sent  via  electronic  mail  to 
oira_suhmission@omb.eop.gov,  or  faxed 
to  (202)  395-6974,  or  mailed  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget,  Docket  Library,  Room  10102, 
725  17th  Street,  NW.,  Washington,  DC 
20503. 

Comments  are  invited  on:  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  the  Department, 
including  whether  the  information  will 
have  practical  utility:  the  accuracy  of 
the  Department’s  estimates  of  the 
burden  of  the  proposed  information 
collection:  ways  to  enhance  the  quality, 
utility,  and  clarity  of  the  information  to 
be  collected:  and  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology. 

Issued  in  Washington,  DC,  on  July  13, 
2009. 

Carla  Mauney, 

FAA  Information  Collection  Clearance 
Officer,  IT  Enterprises  Business  Services 
Division,  AES-200. 

[FR  Doc.  E9-17112  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-1 3-M 


DEPARTMENT  OF  TRANSPORTATION 

National  Highway  Traffic  Safety 
Administration 

[U.S.  DOT  Docket  Number  NHTSA-2009- 
0053] 

Reports,  Forms,  and  Recordkeeping 
Requirements 

agency:  National  Highway  Traffic 
Safety  Administration  (NHTSA), 
Department  of  Transportation  (DOT). 
ACTION:  Request  for  public  comment  on 
the  reinstatement  of  a  collection  of 
information  for  which  has  Office  of 
Management  and  Budget  (OMB) 
approval  has  expired. 

SUMMARY:  Before  a  Federal  agency  can 
collect  certain  information  from  the 
public,  it  must  receive  approval  from 
the  OMB.  Under  procedures  established 
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by  the  Paperwork  Reduction  Act  of 
1995,  before  seeking  OMB  approval. 
Federal  agencies  must  solicit  public 
comment  on  proposed  collections  of 
information,  including  extensions  and 
reinstatement  of  previously  approved 
collections. 

This  document  describes  one 
collection  of  information  for  which 
NHTSA  intends  to  seek  OMB  approval. 
DATES:  Comments  must  be  received  on 
or  before  September  18,  2009. 

ADDRESSES:  You  may  submit  comments 
[identified  by  DOT  Docket  No.  NHTSA- 
2009-0053]  by  any  of  the  following 
methods: 

•  Federal  eRulemaking  Portal:  Go  to 
http://www.regulations.gov.  Follow  the 
online  instructions  for  submitting 
comments. 

•  Mail:  Docket  Management  Facility: 
U.S.  Department  of  Transportation,  1200 
New  Jersey  Avenue,  SE:,  West  Building 
Ground  Floor,  Room  W12-140, 
Washington,  DC  20590-0001. 

•  Hand  Delivery  or  Courier:  West 
Building  Ground  Floor,  Room  W12-140, 
1200  New  Jersey  Avenue,  SE.,  between 
9  a,m.  and  5  p.m.  ET,  Monday  through 
Friday,  except  Federal  holidays. 
Telephone:  1-800-647-5527. 

•  Fox;  202-493-2251. 

Instructions:  All  submissions  must 

include  the  agency  name  and  docket 
number  for  this  proposed  cdllection  of 
information.  Note  that  all  comments 
received  Will  he  posted  without  change 
to  http://www.regulations.gov,  including 
any  personal  information  provided. 
Please  see  the  Privacy  Act  heading 
helow. 

Privacy  Act:  Anyone  is  able  to  search 
the  electronic  form  of  all  comments 
received  into  any  of  oiu  dockets  by  the 
name  of  the  individual  submitting  the 
comment  (or  signing  the  comment,  if 
submitted  on  behalf  of,  an  association, 
business,  labor  union,  etc.).  You  may 
review  DOT’S  complete  Privacy  Act 
Statement  in  the  Federal  Register 
published  on  April  11,  2000  (65  FR 
19477-78)  or  you  may  visit  http:// 
Docketinfo.  dot.gov. 

Docket:  For  access  to  the  docket  to 
read  background  documents  or 
comments  received,  go  to  http:// 
www.reguIations.gov  and  follow  the 
online  instructions  for  assessing  the 
dockets.  Alternately,  you  may  visit  in 
person  the  Docket  Management  Facility 
at  the  street  address  listed  above. 

FOR  FURTHER  INFORMATION  CONTACT: 
Coleman  Sachs,  Office  of  Vehicle  Safety 
Compliance  (NVS-223),  National 
Highway  Traffic  Safety  Administration, 
West  Building — 4th  Floor — Room  W43- 
481, 1200  New  Jersey  Avenue,  SE., 
Washington,  DC  20590.  Mr.  Sachs’ 


telephone  number  is  (202)  366-3151. 
Please  identify  the  relevant  collection  of 
information  by  referring  to  its  OMB 
Control  Number. 

SUPPLEMENTARY  INFORMATION:  Under  the 
Paperwork  Reduction  Act  of  1995, 
before  an  agency  submits  a  proposed 
collection  of  information  to  OMB  for 
approval,  it  naust  first  publish  a 
document  in  the  Federal  Register 
providing  a  60-day  comment  period  and 
otherwise  consult  with  members  of  the 
public  and  affected  agencies  concerning 
each  proposed  collection  of  information. 
The  OMB  has  promulgated  regulations 
describing  what  must  be  included  in 
such  a  document.  Under  OMB’s 
regulation  (at  5  CFR  1320.8(d)),  an 
agency  must  ask  for  public  comment  on 
the  following: 

(i)  Whether  the  proposed  collection  of 
information  is  necessary  for  the  proper 
performance  of  the  functions  of  the 
agency,  including  whether  the 
information  will  have  practical  utility; 

(ii)  The  accuracy  of  die  agency’s 
estimate  of  the  burden  of  the  proposed 

•  collection  of  information,  including  the 
validity  of  the  methodology  and 
assumptions  used; 

(iii)  How  to  enhance  the  quality, 
utility,  and  clarity  of  tjie  information  to 
be  collected; 

(iv)  How  to  minimize  the  burden  of 
the  collection  of  information  on  those 
who  are  to  respond,  including  the  use 
of  appropriate  automated,  electronic, 
mechanical,  or  other  technological 
collection  techniques  or  other  forms  of 
information  technology,  e.g.,  permitting 
electronic  submission  of  responses. 

In  compliance  with  these 
requirements,  NHTSA  asks  for  public 
comments  on  the  following  proposed 
collection  of  information: 

Title:  49  CFR  part  566  Manufacturer 
Identification. 

OMB  Control  Number:  2127-0043. 

Affected  Public:  Business  or  other  for 
profit  organization. 

Form  Number:  None. 

Abstract:  If  a  motor  vehicle  or  item  of 
replacement  motor  vehicle  equipment 
contains  a  defect  related  to  motof 
vehicle  safety  or  fails  to  comply  with  an 
applicable  Federal  motor  vehicle  safety 
standard  (FMVSS),  the  manufacturer  is 
required  imder  49  U.S.C.  30118  to 
furnish  notification  of  the  defect  or 
noncompliance  to  the  Secretary  of 
Transportation,  as  well  as  to  owners, 
purchasers,  and  dealers  of  the  motor 
vehicle  or  replacement  equipment,  and 
to  remedy  the  defect  or  noncompliance 
without  charge  to  the  owner.  To  ensure 
that  manufacturers  are  meeting  these 
and  other  responsibilities  under  the 
statutes  and  regulations  administered  by 


NHTSA,  the  agency  issued  49  CFR  part 
566,  Manufacturer  Identification.  The 
regulations  in  part  566  require 
manufacturers  of  motor  vehicles  or 
motor  vehicle  equipment,  other  than 
tires,  to  which  a  FMVSS  applies,  to 
submit  to  NHTSA,  on  a  one-time  basis, 
identifying  information  on  themselves 
and  on  the  products  that  they 
manufacture  to  those  standards.  The 
information  must  be  submitted  no  later 
than  60  days  after  the  manufacturer 
begins  to  manufacture  motor  vehicles  or 
motor  vehicle  equipment  subject  to  the 
FMVSS.  No  specific  form  need  be  used 
for  the  submission  of  this  information. 
Manufacturers  who  have  previously 
submitted  identifying  information  must 
ensure  that  the  information  on  file  is 
accurate  and  complete  by  submitting 
revised  information  no  later  than  30 
days  after  a  change  in  the  business  that 
affects  the  validity  of  that  information 
has  occurred. 

Estimated  Annual  Burden:  33  hours. 

Number  of  Respondents:  200  new 
manufacturers  per  year. 

Comments  are  invited  on:  Whether 
the  proposed  collection  of  information 
is  necessary  for  the  proper  performance 
of  the  functions  of  the  Department, 
including  whether  the  information  will 
have  practical  utility;  the  accuracy  of 
the  Department’s  estimate  of  the  burden 
of  the  proposed  information  collection; 
ways  to  enhance  the  quality,  utility  and 
clarity  of  the  information  to  be 
collected;  and  ways  to  minimize  the 
burden  of  the  collection  of  information 
on  respondents,  including  the  use  of 
automated  collection  techniques  or 
other  forms  of  information  technology. 

Issued  on:  July  14,  2009. 

Daniel  C.  Smith, 

Associate  Administrator  for  Enforcement. 

[FR  Doc.  E9-17113  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-59-P 


DEPARTMENT  OF  TRANSPORTATION 

Pipeline  and  Hazardous  Materials 
Safety  Administration 

Office  of  Hazardous  Materials  Safety; 
Notice  of  Delays  in  Processing  of 
Special  Permits  Applications 

agency:  Pipeline  and  Hazardous 
Materials  Safety  Administration 
(PHMSA),  DOT. 

ACTION:  List  of  applications  delayed 
more  than  180  days. 

SUMMARY:  In  accordance  with  the 
requirements  of  49  U.S.C.  5117(c), 
PHMSA  is  publishing  the  following  list 
of  special  permit  applications  that  have 
been  in  process  for  180  days  or  more. 
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The  reason(s)  for  delay  and  the  expected 
completion  date  for  action  on  each 
application  is  provided  in  association 
with  each  identified  application. 

FOR  FURTHER  INFORMATION  CONTACT: 
Delmer  F.  Billings,  Director,  Office  of 
Hazardous  Materials  Special  Permits 
and  Approvals,  Pipeline  and  Hazardous 
Materials  Safety  Administration,  U.S. 
Department  of  Transportation,  East 
Building,  PHH-30, 1200  New  Jersey 
Avenue,  Southeast,  Washington,  DC 
20590-0001,  (202)  366-4535. 


Key  to  “Reason  for  Delay” 

I  '  X) 

1.  Awaiting  additional  information 
from  applicant. 

2.  Extensive  public  comment  under 
review. 

3.  Application  is  technically  complex 
and  is  of  significant  impact  or 
precedent-setting  and  requires  extensive 
analysis. 

4.  Staff  review  delayed  by  other 
priority  issues  or  volume  of  special 
permit  applications. 

MODIFICATION  TO  SPECIAL  PERMITS 


Meaning  of  Application  Number 
Suffixes 

N — New  application. 

M — Modification  request. 

PM — Party  to  application  with 
modification  request. 

Issued  in  Washington,  DC,  on  July  10, 
2009. 

Delmer  Billings, 

Director,  Office  of  Hazardous  Materials, 
Special  Permits  and  Approvals. 


Application  No. 

Applicant 

Reason  for 
delay 

Estimated  date 
of  completion 

14167-M  . 

Trinityrail  Dallas,  TX  . 

1 

4  ' 

08-01-2009 

14467-M  . 

Brenner  Tank,  LLC  Fond  Du  Lac,  Wl  . 

1,4 

1  10-01-2009 

14436-M  . 

BNSF  Railway  Company  Topeka,  KS . 

4 

i  10-01-2009 

New  Special  Permit  Applications 


14733-N  . I  GTM  Technologies,  Inc.  San  Francisco,  CA 


1.3 


10-01-2009 


[FR  Doc.  E9-17074  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-60-M 


DEPARTMENT  OF  TRANSPORTATION 
Federal  Highway  Administration 
Federal  Railroad  Administration 
Rescission  of  Notice  of  Intent 

SUMMARY:  This  notice  rescinds  the 
previous  notice  of  intent  issued  on  April 
2,  2001  to  prepare  an  environmental 
impact  statement  for  a  proposed  rail 
corridor  improvement  project  on  the 
BNSF  Railway  main  line  between  the 
City  of  Kelso  and  Martin’s  Bluff  fsouth 
of  Kalama,  Washington). 

FOR  FURTHER  INFORMATION  CONTACT: 

Dean  Moberg,  Area  Engineer,  Federal 
Highway  Administration,  Evergreen 
Plaza  Building,  711  South  Capitol  Way, 
Suite  501,  Olympia,  Washington  98501, 
Telephone:  (360)  534-9344;  David 
Valenstein,  Federal  Railroad 
Administration,  1200  New  Jersey  Ave., 
SE.,  MS-20,  Washington,  DC  20590, 
Telephone:  (202)  493-6368;  Scott  Witt, 
Washington  State  Department  of 
Transportation,  310  Maple  Park  Ave., 
Southeast,  Olympia,  Washington  98504, 
Telephone:  (360)  705-7938. 
SUPPLEMENTARY  INFORMATION:  On 
October  22, 1992,  the  U.S.  Department 
of  Transportation  designated  the 
existing  rail  corridor  from  Eugene, 
Oregon  through  Portland,  Oregon  and 
Seattle,  Washington  to  Vancouver, 
British  Columbia,  Canada  as  a  high¬ 
speed  rail  corridor  pursuant  to  section 


1010  of  the  Intermodal  Surface 
Transportation  Efficiency  Act  of  1991 
(ISTEA).  As  part  of  phase  one  of  the 
long-term  plan  to  develop  high-speed 
intercity  passenger  service  on  the 
corridor,  the  Washington  State 
Department  of  Transportation  (WSDOT) 
proposed  to  improve  the  Burlington 
Northern  Santa  Fe  (now  BNSF)  mainline 
between  the  City  of  Kelso  and  Martin’s 
Bluff  (south  of  Kalama,  Washington). 
FHWA  and  FRA  published  the  notice  of 
intent  to  prepare  an  environmental 
impact  statement  for  the  Kelso-Martin’s 
Bluff  Rail  Project  in  the  Federal  Register 
on  April  2,  2001.  When  anticipated 
federal  funding  for  the  project  did  not 
become  available,  the  2007  Washington 
State  Legislature  (Legislature)  instructed 
the  WSDOT  to  reduce  the  scope  of  the 
project  to  match  state  funding  amounts. 
In  2008,  the  Legislature  moved  state 
project  funds  to  the  2013-2017  biennia. 
As  a  result  of  these  legislative  actions, 
WSDOT  is  no  longer  proposing 
improvement  to  this  rail  corridor  and 
FHWA  and  FRA  are  rescinding  the 
notice  of  intent  to  prepare  an 
environmental  impact  statement. 

(Catalog  of  Federal  Domestic  Assistance 
Program  Number  20.205,  Highway  Research, 
Planning  and  Construction.  The  regulations 
implementing  Executive  Order  12372 
regarding  intergovernmental  consultation  of 
federal  programs  and  activities  apply  to  this 
program) 


Issued  on:  May  26,  2008. 

Mark  E.  Yachmetz, 

Associate  Administrator  for  Railroad 
Development,  Federal  Railroad 
Administration. 

Dean  Moberg, 

Area  Engineer,  FHWA. 

[FR  Doc.  E9-17144  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4910-RY-P 


DEPARTMENT  OF  THE  TREASURY 

Submission  for  0MB  Review; 

Comment  Request 

July  13,  2009. 

The  Department  of  Treasury  will 
submit  the  following  public  information 
collection  requirement(s)  to  0MB  for 
review  and  clearance  under  the 
Paperwork  Reduction  Act  of  1995, 

Public  Law  104-13  on  or  after  the  date 
of  publication  of  this  notice.  Copies  of 
the  submission(s)  may  be  obtained  by 
calling  the  Treasury  Bureau  ClearEmce 
Officer  listed.  Comments  regarding  this 
information  collection  should  be 
addressed  to  the  OMB  reviewer  listed 
and  to  the  Treasury  Department 
Clearance  Officer,  Department  of  the 
Treasury,  Room  11000, 1750 
Pennsylvania  Avenue,  NW., 
Washington,  DC  20220. 

DATES:  Written  comments  should  be 
received  on  or  before  August  19,  2009 
to  be  assured  of  consideration. 

Financial  Crimes  Enforcement  Network 
(FinCEN)  ‘ 

OMB  Number:  1506-0001. 

Type  of  Review:  Extension. 
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Title:  Suspicious  Activity  Report  by 
Depository  Institutions. 

Description:  FinCEN  and  the  five 
Federal  financial  institutions 
supervisory  agencies  require  banks,  to 
report  on  a  consolidated,  uniform  form, 
to  a  single  location,  reports  of 
suspicious  transactions. 

Respondents:  Businesses  or  other  for- 
profits. 

Estimated  Total  Reporting  Burden: 
1,344,594  hours. 

Clearance  Officer:  Russell  Stephenson 
(202)  354-6012,  Depeulment  of  Ae 
Treasury,  Financial  Crimes  Enforcement 
Network,  P.O.  Box  39,  Vienna,  VA 
22183. 

OMB  Reviewer:  Shagufta  Ahmed  (202) 
395-7873,  Office  of  Management  and 


Budget,  Room  10235,  New  Executive 
Office  Building,  Washington,  DC  20503. 

Robert  Dahl, 

Treasury  PRA  Clearance  Officer. 

[FR  Doc.  E9-17168  Filed  7-17-09;  8:45  am] 
BILLING  CODE  4810-02-P 


UNITED  STATES  INSTITUTE  OF  - 
PEACE 

Notice  of  Meeting 

agency:  United  States  Institute  of  Peace. 

Dafe/rime;  Thursday — ^July  23,  2009 
(9  a.m.-8  p.m.).  Friday — July  24,  2009 
(9  a.m.-2:15  p.m.). 

Location:  NDU — Fort  McNair,  300  5lh 
Avenue,  Marshall  Hall,  Washington,  DC 
20319. 

Status:  Open  Session — Portions  may 
be  closed  pursuant  to  Subsection  (c)  of 


Section  552(b)  of  Title  5,  United  States 
Code,  as  provided  in  subsection 
1706(h)(3)  of  the  United  States  Institute 
of  Peace  Act,  Public  Law  98-525. 

Agenda:  July  2009  Board  Meeting; 
Approval  of  Minutes  of  the  One 
Hundred  and  Thirty-Third  Meeting 
(April  23,  2009)  of  the  Board  of 
Directors:  Chairman’s  Report; 

President’s  Report;  Review;  Program 
Updates;  Discussion  of  Programmatic 
Priorities  and  the  Strategic  Plan;  Other 
General  Issues. 

Contact:  Tessie  Higgs,  Executive 
Office,  Telephone:  (202)  429-3836. 

Dated:  July  13,  2009. 

Michael  Graham, 

Vice  President  for  Management,  United  States 
Institute  of  Peace. 

[FR  Doc.  E9-17175  Filed  7-17-09;  8:45  am] 
BILLING  CODE  682(>-AR-M 


Part  n 


Department  of 
Health  and  Human 


Services 


Centers  for  Medicare  &  Medicaid  Services 


42  CFR  Parts  410,  4l6,  and  419 


!! 


Medicare  Program:  Proposed  Changes  to 
the  Hospital  Outpatient  Prospective 
Payment  System  and  CY  2010  Payment 
Rates;  Proposed  Changes  to  the 
Ambulatory  Surgical  Center  Payment 
System  and  CY  2010  Payment  Rates; 


Proposed  Rule 


I 
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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

Centers  for  Medicare  &  Medicaid 
Services 

42  CFR  Parts  410, 416,  and  419 

[CMS-1414-P] 

RIN  0938-AP41 

Medicare  Program:  Proposed  Changes 
to  the  Hospital  Outpatient  Prospective 
Payment  System  and  CY  2010  Payment 
Rates;  Proposed  Changes  to  the 
Ambulatory  Surgical  Center  Payment 
System  and  CY  2010  Payment  Rates 

AGENCY:  Centers  for  Medicare  & 

Medicaid  Services  (CMS),  HHS. 

ACTION:  Proposed  rule. 

SUMMARY:  This  proposed  rule  would 
revise  the  Medicare  hospital  outpatient 
prospective  payment  system  (OPPS)  to 
implement  applicable  statutory 
requirements  and  changes  arising  from 
our  continuing  experience  with  this 
system.  In  this  proposed  rule,  we 
describe  the  proposed  changes  to  the 
amounts  and  factors  used  to  determine 
the  payment  rates  for  Medicare  hospital 
outpatient  services  paid  under  the 
prospective  payment  system.  These 
changes  would  be  applicable  to  services 
furnished  on  or  after  January  1,  2010. 

In  addition,  this  proposed  rule  would 
update  the  revised  Medicare  ambulatory 
surgical  center  (ASC)  payment  system  to 
implement  applicable  statutory 
requirements  and  changes  arising  from 
our  continuing  experience  with  this 
system.  In  this  proposed  rule,  we  set 
forth  the  applicable  relative  payment 
weights  and  amounts  for  services 
furnished  in  ASCs,  specific  HCPCS 
codes  to  which  these  proposed  changes 
would  apply,  and  other  pertinent 
ratesetting  information  for  the  CY  2010 
ASC  payment  system.  These  proposed 
changes  would  be  applicable  to  services 
furnished  on  or  after  January  1,  2010. 
DATES:  To  be  assured  consideration, 
comments  on  all  sections  of  this 
proposed  rule  must  be  received  at  one 
of  the  addresses  provided  in  the 
ADDRESSES  section  no  later  than  5  p.m. 
EST  on  August  31,  2009. 

ADDRESSES:  In  commenting,  please  refer 
to  file  code  CMS-1414-P.  Because  of 
staff  and  resource  limitations,  we  cannot 
accept  comments  by  facsimile  (FAX) 
transmission. 

You  may  submit  comments  in  one  of 
four  ways  (no  duplicates,  please): 

1.  Electronically.  You  may  submit 
electronic  comments  on  this  regulation 
to  http://www.regulations.gov.  Follow 
the  instructions  for  “Comment  or 


Submission”  and  enter  the  file  code  to 
find  the  document  accepting  comments. 

2.  By  regular  mail.  You  may  mail 
written  comments  (one  original  and  two 
copies)  to  the  following  address  ONLY: 
Centers  for  Medicare  &  Medicaid 
Services,  Department  of  Health  and 
Human  Services,  Attention:  CMS-1414- 
P,  P.O.  Box  8013,  Baltimore,  MD  21244- 
1850. 

Please  allow  sufficient  time  for  mailed 
comments  to  be  received  before  the 
close  of  the  comment  period. 

3.  By  express  or  overnight  mail.  You 
may  send  written  comments  (one 
original  and  two  copies)  to  the  following 
address  ONLY:  Centers  for  Medicare  & 
Medicaid  Services,  Department  of 
Health  emd  Human  Services,  Attention: 
CMS-1414-P,  Mail  Stop  C4-26-05.  • 
7500  Secvurity  Boulevard,  Baltimore,  MD 
21244-1850. 

4.  By  hand  or  courier.  If  you  prefer, 
you  may  deliver  (by  hand  or  courier) 
your  written  comments  (one  original 
and  two  copies)  before  the  close  of  the 
comment  period  to  one  of  the  following 
addresses: 

a.  Room  445-G,  Hubert  H.  Humphrey 
Building,  200  Independence  Avenue, 
SW.,  Washington,  DC  20201. 

(Because  access  to  the  interior  of  the 
HHH  Building  is  not  readily  available  to 
persons  without  Federal  Government 
identification,  commenters  are 
encouraged  to  leave  their  comments  in 
the  CMS  drop  slots  located  in  the  main 
lobby  of  the  building.  A  stamp-in  clock 
is  available  for  persons  wishing  to  retain 
a  proof  of  filing  by  stamping  in  and 
retaining  an  extra  copy  of  the  comments 
being  filed.) 

b.  7500  Secmity  Boulevard, 

Baltimore,  MD  21244-1850. 

If  you  intend  to  deliver  your 
comments  to  the  Baltimore  address, 
please  call  the  telephone  number  (410) 
786-9994  in  advance  to  schedule  your 
arrival  with  one  of  our  staff  members. 

Comments  mailed  to  the  addresses 
indicated  as  appropriate  for  hand  or 
courier  delivery  may  be  delayed  and 
received  after  the  comment  period. 

For  information  on  viewing  public 
comments,  see  the  beginning  of  the 
SUPPLEMENTARY  INFORMATION  section. 
FOR  FURTHER  INFORMATION  CONTACT: 
Alberta  Dwivedi,  (410)  786-0378, 
Hospital  outpatient  prospective 
payment  issues. 

Dana  Burley,  (410)  786-0378, 
Ambulatory  surgical  center  issues. 

Michele  Franklin,  (410)  786—4533, 
and  Jana  Lindquist,  (410)  786—4533, 
Partial  hospitalization  and  community 
mental  health  center  issues. 

James  Poyer,  (410)  786-2261, 
Reporting  of  quality  data  issues. 


SUPPLEMENTARY  INFORMATION: 

Submitting  Comments:  We  welcome 
comments  from  the  public  on  all  issues 
set  forth  in  this  proposed  rule  to  assist 
us  in  fully  considering  issues  and 
developing  policies.  You  can  assist  us 
by  referencing  file  code  CMS-1414-P 
for  all  issues  on  which  you  wish  to 
comment. 

Inspection  of  Public  Comments:  All 
comments  received  before  the  close  of 
the  comment  period  are  available  for 
viewing  by  the  public,  including  any 
personally  identifiable  or  confidential 
business  information  that  is  included  in 
a  comment.  We  post  all  comments 
received  before  the  close  of  the 
comment  period  on  the  following  Web 
site  as  soon  as  possible  after  they  have 
been  received:  http:// 
www.regulations.gov.  Follow  the  search 
instructions  on  that  Web  site  to  view 
public  comments. 

Comments  received  timely  will  also 
be  available  for  public  inspection  as 
they  are  received,  generally  beginning 
approximately  3  weeks  after  publication 
of  a  document,  at  the  headquarters  of 
the  Centers  for  Medicare  &  Medicaid 
Services,  7500  Security  Boulevard, 
Baltimore,  MD  21244,  on  Monday 
through  Friday  of  each  week  fi-om  8:30 
a.m.  to  4  p.m.  EST.  To  schedule  an 
appointment  to  view  public  comments, 
phone  1-800-743-3951. 

Electronic  Access 

This  Federal  Register  document  is 
also  available  from  the  Federal  Register 
online  database  through  GPO  Access,  a 
service  of  the  U.S.  Government  Printing 
Office.  Free  public  access  is  available  on 
a  Wide  Area  Information  Server  (WAIS) 
through  the  Internet  and  via 
asynchronous  dial-in.  Internet  users  can 
access  the  database  by  using  the  World 
Wide  Web;  tbe  Superintendent  of 
Documents”  borne  page  address  is 
h  ttp ://  www.gpoaccess.gov/index.html, 
by  using  local  WAIS  client  software,  or 
by  telnet  to  swais.access.gpo.gov,  then 
login  as  guest  (no  password  required). 
Dial-in  users  should  use 
communications  software  and  modem 
to  call  (202)  512-1661;  type  swais,  then 
login  as  guest  (no  password  required). 

Alphabetical  List  of  Acronyms 
Appearing  in  This  Proposed  Rule 

ACEP  American  College  of  Emergency 

Physicians 

AHA  American  Hospital  Association 
AHIMA  American  Health  Information 

Management  Association 
AMA  American  Medical  Association 
AMP  Average  manufacturer  price 
AOA  American  Osteopathic  Association 
APC  Ambulatory  payment  classification 
ASC  Ambulatory  Surgical  Center 
ASP  Average  sales  price 
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AWP  Average  wholesale  price 
BBA  Balanced  Budget  Act  of  1997,  Public 
Law  105-33 

BBRA  Medicare,  Medicaid,  and  SCHIP 
[State  Children’s  Health  Insurance 
Program]  Balanced  Budget  Refinement  Act 
of  1999,  Public  Law  106-113 
BCA  Blue  Cross  Association 
BCBSA  Blue  Cross  and  Blue  Shield 
Association 

BIPA  Medicare,  Medicaid,  and  SCHIP 
Benefits  Improvement  and  Protection  Act 
of  2000,  Public  Law  106-554 
CAH  Critical  access  hospital 
CAP  Competitive  Acquisition  Program 
CBSA  Core-Based  Statistical  Area 
CCR  Cost-to-charge  ratio 
CERT  Comprehensive  Error  Rate  Testing 
CKD  Chronic  kidney  disease 
CMHC  Community  mental  health  center 
CMS  Centers  for  Medicare  &  Medicaid 
Services 

CORF  Comprehensive  outpatient 
rehabilitation  facility 
CPT  [Physicians]  Current  Procedural 
Terminology,  Fourth  Edition,  2009, 
copyrighted  by  the  American  Medical 
Association 

CR  Cardiac  rehabilitation 

CRNA  Certified  registered  nurse  anesthetist 

CY  Calendar  year 

DMEPOS  Durable  medical  equipment, 
prosthetics,  orthotics,  and  supplies 
DMERC  Durable  medical  equipment 
regional  carrier 

DRA  Deficit  Reduction  Act  of  2005,  Public 
Law  109-171 

DSH  Disproportionate  share  hospital 
EACH  Essential  Access  Community 
Hospital 

E/M  Evaluation  and  management 
EPO  Erythropoietin 
ESRD  End-stage  renal  disease 
FACA  Federal  Advisory  Committee  Act, 
Public  Law  92-463 

FAR  Federal  Acquisition  Regulations 
FDA  Food  and  Drug  Administration 
FFS  Fee-for-service 
FSS  Federal  Supply  Schedule 
FTE  Full-time  equivalent 
FY  Federal  fiscal  year 
GAO  Government  Accountability  Office 
GME  Graduate  medical  education 
HCPCS  Healthcare  Common  Procedure 
Coding  System 

HCRIS  Hospital  Cost  Report  Information 
System 

HHA  Home  health  agency 
HIPAA  Health  Insurance  Portability  and 
Accountability  Act  of  1996,  Public  Law 
104-191 

HOPD  Hospital  outpatient  department 
HOP  QDRP  Hospital  Outpatient  Quality 
Data  Reporting  Program 
ICD-9-CM  International  Classification  of 
Diseases,  Ninth  Edition,  Clinical 
Modification 

ICR  Intensive  cardiac  rehabilitation 
IDE  Investigational  device  exemption 
IME  Indirect  medical  education 
I/OCE  Integrated  Outpatient  Code  Editor 
lOL  Intraocular  lens 
IPPS  [Hospital]  Inpatient  prospective 
payment  system 

IVIG  Intravenous  immune  globulin 
KDE  Kidney  disease  education 


MAC  Medicare  Administrative  Contractors 
MedPAC  Medicare  Payment  Advisory 
Commission 

MDH  Medicare-dependent,  small  rural 
hospital 

MIEA-TRHCA  Medicare  Improvements  and 
Extension  Act  under  Division  B,  Title  I  of 
the  Tax  Relief  Health  Care  Act  of  2006, 
Public  Law  109—432 

MIPPA  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008,  Public  Law 
110-275 

MMA  Medicare  Prescription  Drug, 
Improvement,  and  Modernization  Act  of 
2003,  Public  Law  108-173 
MMSEA  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007,  Public  Law  110-173 
MPFS  Medicare  Physician  Fee  Schedule 
MSA  Metropolitan  Statistical  Area 
NCCI  National  Correct  Coding  Initiative 
NCD  National  Coverage  Determination 
NTIOL  New  technology  intraocular  lens 
OIG  [HHS]  Office  of  the  Inspector  General 
0MB  Office  of  Management  and  Budget 
OPD  [Hospital]  Outpatient  department 
OPPS  [Hospital]  Outpatient  prospective 
payment  system 

PHP  Partial  hospitalization  program 
PM  Program  memorandum 
PPI  Producer  Price  Index 
PPS  Prospective  payment  system 
PR  Pulmonary  rehabilitation 
PRA  Paperwork  Reduction  Act 
QAPI  Quality  Assessment  and  Performance 
Improvement 

QIO  Quality  Improvement  Organization 
RFA  Regulatory  Flexibility  Act 
RHQDAPU  Reporting  Hospital  Quality  Data 
for  Annual  Payment  Update  [Program] 
RHHI  Regional  home  health  intermediary 
SBA  Small  Business  Administration 
SCH  Sole  community  hospital 
SDP  Single  Drug  Pricer 
SI  Status  indicator 
TEFRA  Tax  Equity  and  Fiscal 
Responsibility  Act  of  1982,  Public  Law  97- 
248 

TOPS  Transitional  outpatient  payments 
USPDI  United  States  Pharmacopoeia  Drug 
Information 

WAC  Wholesale  acquisition  cost 

In  this  document,  we  address  two 
payment  systems  under  the  Medicare 
program;  The  hospital  outpatient 
prospective  payment  system  (OPPS)  and 
the  revised  ambulatory  surgical  center 
(ASC)  payment  system.  The  provisions 
relating  to  ihe  OPPS  are  included  in 
sections  I.  through  XIV.,  and  XVI. 
through  XXI.  of  this  proposed  rule  and 
in  Addenda  A,  B,  C  (Addendum  C  is 
available  on  the  Internet  only;  we  refer 
readers  to  section  XVIII.A.  of  this 
proposed  rule),  Dl,  D2,  E,  L,  and  M  to 
this  proposed  rule.  The  provisions 
related  to  the  revised  ASC  payment 
system  are  included  in  sections  XV., 
XVI.,  and  XVIII.  through  XXI.  of  this 
proposed  rule  and  in  Addenda  AA,  BB, 
DDl,  DD2,  and  EE  to  this  proposed  rule. 
(Addendum  EE  is  available  on  the 
Internet  only:  we  refer  readers  to  section 
XVIII.B.  of  this  proposed  rule.) 


Table  of  Contents 

I.  Background  and  Summary  of  the  CY  2010 
OPPS/ ASC  Proposed  Rule 

A.  Legislative  and  Regulatory  Authority  for 
the  Hospital  Outpatient  Prospective 
Payment  System 

B.  Excluded  OPPS  Services  and  Hospitals 

C.  Prior  Rulemaking 

D.  APC  Advisory  Panel 

1.  Authority  of  the  APC  Panel 

2.  Establishment  of  the  APC  Panel 

3.  APC  Panel  Meetings  and  Organizational 
Structure 

E.  Summary  of  the  Major  Contents  of  This 
Proposed  Rule 

1.  Proposed  Updates  Affecting  OPPS 
Payments 

2.  Proposed  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

3.  Proposed  OPPS  Payment  for  Devices 

4.  Proposed  OPPS  Payment  for  Drugs, 
Biologicals,  and  Radiopharmaceuticals 

5.  Proposed  Estimate  of  OPPS  Transitional 
Pass-Through  Spending  for  Drugs, 
Biologicals,  Radiopharmaceuticals,  and 
Devices 

6.  Proposed  OPPS  Payment  for 
Brachytherapy  Sources 

7.  Proposed  OPPS  Payment  for  Drug 
Administration  Services 

8.  Proposed  OPPS  Payment  for  Hospital 
Outpatient  Visits 

9.  Proposed  Payment  for  Partial 
Hospitalization  Services 

10.  Proposed  Procedures  That  Will  Be  Paid 
Only  as  Inpatient  Services 

11.  Proposed  OPPS  Nonrecurring 
Technical  and  Policy  Clarifications 

12.  Proposed  OPPS  Payment  Status  and 
Comment  Indicators 

13.  OPPS  Policy  and  Payment 
Recommendations 

14.  Proposed  Update  of  the  Revised 
Ambulatory  Surgical  Center  (ASC) 
Payment  System 

15.  Reporting  Quality  Data  for  Annual 
Payment  Rate  Updates 

16.  Healthcare-Associated  Conditions 

17.  Regulatory  Impact  Analysis 

II.  Proposed  Updates  Affecting  OPPS 
Payments 

A.  Proposed  Recalibration  of  APC  Relative 
Weights 

1 .  Database  Construction 

a.  Database  Source  and  Methodology 

b.  Proposed  Use  of  Single  and  Multiple 
Procedure  Claims 

c.  Proposed  Calculation  of  CCRs 

(1)  Development  of  the  CCRs 

(2)  Charge  Compression 

2.  Proposed  Data  Development  Process  and 
Calculation  of  Median  Costs 

a.  Claims  Preparations 

h.  Splitting  Claims  and  Creation  of 
“Pseudo”  Single  Claims 

(1)  Splitting  Claims 

(2)  Creation  of  “Pseudo”  Single  Claims 

c.  Completion  of  Claim  Records  and 
Median  Cost  Calculations 

d.  Proposed  Calculation  of  Single 
Procedure  APC  Criteria-Based  Median 
Costs 

(1)  Device-Dependent  APCs 

(2)  Blood  and  Blood  Products 

(3)  Single  Allergy  Tests 

(4)  Echocardiography  Services 
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(5)  Nuclear  Medicine  Services 

(6)  Hyperbaric  Oxygen  Therapy 

(7)  Payment  for  Ancillary  Outpatient 
Services  When  Patient  Expires  (-CA 
Modifier) 

e.  Proposed  Calculation  of  Composite  APC 
Criteria-Based  Median  Costs 

(1)  Extended  Assessment  and  Management 
Composite  APCs  (APCs  80C2  and  8003) 

(2)  Low  Dose  Rate  (LDR)  Prostate 
Brachytherapy  Composite  APC  (APC 
8001) 

(3)  Cardiac  Electrophysiologic  Evaluation 
and  Ablation  Composite  APC  (APC  8000) 

(4)  Mental  Health  Services  Composite  APC 
(APC  0034) 

(5)  Multiple  Imaging  Composite  APCs 
(APCs  8004,  8005,  8006,  8007,  and  8008) 

3.  Proposed  Calculation  of  OPPS  Scaled 
Payment  Weights 

4.  Proposed  Changes  to  Packaged  Services 

a.  Background 

h.  Service-Specific  Packaging  Issues 

(1)  Package  Services  Addressed  by  APC 
Panel  Recommendations 

(2)  Other  Service-Specific  Packaging  Fssues 

B.  Proposed  Conversion  Factor  Update 

C.  Proposed  Wage  Index  Changes 

D.  Proposed  Statewide  Average  Default 
CCRs 

E.  Proposed  OPPS  Payment  to  Certain 
Rural  and  Other  Hospitals 

1.  Hold  Harmless  Transitional  Payment 
Changes  Made  by  Public  Law  110-275 
(MIPPA) 

2.  Proposed  Adjustment  for  Rixral  SCHs 
Implemented  in  CY  2006  Related  to 
Public  Law  108— 173(MMA) 

F.  Proposed  Hospital  Outpatient  Outlier 
Payments 

1.  Backgroilnd 

2.  Proposed  Outlier  Calculation 

3.  Outlier  Reconciliation 

G.  Proposed  Calculation  of  an  Adjusted 
Medicare  Payment  from  the  National 
Unadjusted  Medicare  Payment 

H.  Proposed  Beneficiary  Copayments 

I.  Background 

2.  Proposed  Copayment  Policy 

3.  Proposed  Calculation  of  an  Adjusted 
Copayment  Amount  for  an  APC  Group 

III.  Proposed  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

A.  Proposed  OPPS  Treatment  of  New  CPT 
and  Level  II HCPCS  Codes 

1.  Proposed  Treatment  of  New  Level  n 
HCrcS  Codes  and  Category  I  CPT 
Vaccine  Codes  and  Category  ni  CPT 
Codes  for  Which  We  Are  Soliciting 
Public  Comments  in  This  Proposed  Rule 

2.  Proposed  Process  for  New  Level  II 
HCrcS  Codes  and  Category  I  and  III  CPT 
Codes  for  Which  We  Will  Be  Soliciting 
Public  Comments  in  the  CY  2010  OPPS/ 
ASC  Final  Rule  With  Comment  Period 

B.  Proposed  OPPS  Changes — Variations 
Within  APCs 

1.  Background 

2.  Application  of  the  2  Times  Rule 

3.  Proposed  Exceptions  to  the  2  Times  Rule 

C.  New  Technology  APCs 

1.  Background 

2.  Proposed  Movement  of  Procedures  From 
New  Technology  APCs  to  Clinical  APCs 

D.  Proposed  OPPS/ ASC  Specific  Policies; 
Insertion  of  Posterior  Spinous  Process 
Distraction  Device  (APC  0052) 


rv.  Proposed  OPPS  Payment  for  Devices 

A.  Pass-Through  Payments  for  Devices 

1.  Expiration  of  Transitional  Pass-Through 
Payments  for  Certain  Devices 

2.  Proposed  Provisions  for  Reducing 
Transitional  Pass-Through  Pa3Tnents  To 
Offset  Costs  Packaged  Into  APC  Groups 

a.  Background 

b.  Proposed  Policy 

B.  Proposed  Adjustment  to  OPPS  Payment 
for  No  Cosb'Full  Credit  and  Partial  Credit 
Devices 

1.  Background 

2.  Proposed  APCs  and  Devices  Subject  to 
the  Adjustment  Policy 

V.  Proposed  OPPS  Payment  Changes  for 
Drugs,  Biologicals,  and 
Radiopharmaceuticals 

A.  Proposed  OPPS  Transitional  Pass- 
Through  Payment  for  Additional  Costs  of 
Drugs,  Biologicals,  and 
Radiopharmaceuticals 

1.  Background 

2.  Proposed  Drugs  and  Biologicals  With 
Expiring  Pass-Through  Status  in  CY  2009 

3.  Proposed  Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  New  or 
Continuing  Pass-Through  Status  in  CY 
2010 

4.  Pass-Through  Payments  for  Implantable 
Biologicals 

a.  Background 

b.  Proposed  Policy  for  CY  2010 

5.  Definition  of  Pass-Through  Payment 
Eligibility  Period  for  New  Drugs  and 
Biologicals 

6.  Proposed  Provision  for  Reducing 
Transitional  Pass-Through  Payments  for 
Diagnostic  Radiopharmaceuticals  and 
Contrast  Agents  To  Offset  Costs 
Packaged  Into  APC  Groups 

a.  Background 

b.  Payment  Offset  Policy  for  Diagnostic 
Radiopharmaceuticals 

c.  Proposed  Payment  Offset  Policy  for 
Contrast  Agents 

B.  Proposed  OPPS  Payment  for  Drugs, 
Biologicals,  and  Radiopharmaceuticals 
Without  Pass-Through  Status 

1.  Background 

2.  Proposed  Criteria  for  Packaging  Payment 
for  Drugs,  Biologicals,  and 
Radiopharmaceuticals 

a.  Background 

b.  Proposed  Cost  Threshold  for  Packaging 
Payment  for  HCPCS  Codes  That  Describe 
Certain  Drugs,  Nonimplantable 
Biologicals,  and  Therapeutic 
Radiopharmaceuticals  (“Threshold- 
Packaged  Drugs”) 

c.  Proposed  Packaging  Determination  for 
HCPCS  Codes  That  Describe  the  Same 
Drug  or  Biological  But  Different  Dosages 

d.  Proposed  Packaging  of  Payment  for 
Diagnostic  Radiopharmaceuticals, 
Contrast  Agents,  and  Implantable 
Biologicals  (“Policy-Packaged”  Drugs 
and  Devices) 

3.  Proposed  Payment  for  Drugs  and 
Biologicals  Without  Pass-Through  Status 
That  Are  Not  Packaged 

a.  Proposed  Payment  for  Specified  Covered 
Outpatient  Drugs  (SCODs)  and  Other 
Separately  Payable  and  Packaged  Drugs 
and  Biologicals 

b.  Proposed  Payment  Policy 


4.  Proposed  Payment  for  Blood  Clotting 
Factors 

5.  Proposed  Payment  for  Therapeutic 
Radiopharmaceuticals 

a.  Background 

b.  Proposed  Payment  Policy 

6.  Proposed  Payment  for  Nonpass-Through 
Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  HCPCS 
Codes,  But  Without  OPPS  Hospital 
Claims  Data 

VI.  Proposed  Estimate  of  OPPS  Transitional 

Pass-Through  Spending  for  Drugs, 
Biologicals,  Radiopharmaceuticals,  and 
Devices 

A.  Background 

B.  Proposed  Estimate  of  Pass-Through 
Spending 

VII.  Proposed  OPPS  Payment  for 
Brachytherapy  Sources 

A.  Background 

B.  Proposed  OPPS  PajTnent  Policy 
Vni.  Proposed  OPPS  Payment  for  Drug 

Administration  Services 

A.  Background 

B.  Proposed  Coding  and  Payment  for  Drug 
Administration  Services 

IX.  Proposed  OPPS  Payment  for  Hospital 

Outpatient  Visits 

A.  Background 

B.  Proposed  Policies  for  Hospital 
Outpatient  Visits 

1.  Clinic  Visits;  New  and  Established 
Patient  Visits 

2.  Emergency  Department  Visits 

3.  Visit  Reporting  Guidelines 

X.  Proposed  Payment  for  Partial 

Hospitalization  Services 

A.  Background 

B.  Proposed  PHP  APG  Update  for  CY  2010 

C.  Proposed  Separate  Threshold  for  Outlier 
Payments  to  CMHCs 

XI.  Proposed  Procedures  That  Will  Be  Paid 

Only  as  Inpatient  Procedures 

A.  Background 

B.  Proposed  Changes  to  the  Inpatient  List 

XII.  Proposed  OPPS  Nonrecurring  Technical 
and  Policy  Changes  and  Clarifications 

A.  Kidney  Disease  Education  Services 

1.  Background 

2.  Proposed  Payment  for  Services 
Furnished  by  Providers  of  Services 
Located  in  a  Rural  Area 

B.  Pulmonary  Rehabilitation  and  Cardiac 
Rehabilitation  Services 

1.  Legislative  Changes 

2.  Proposed  Payment  for  Services 
Furnished  to  Hospital  Outpatients  in  a 
Pulmonary  Rehabilitation  Program 

3.  Proposed  Payment  for  Services 
Furnished  to  Hospital  Outpatients  Under 
a  Cardiac  Rehabilitation  or  an  Intensive 
Cardiac  Rehabilitation  Program 

4.  Physician  Supervision  for  Pulmonary 
Rehabilitation,  Cardiac  Rehabilitation, 
and  Intensive  Cardiac  Rehabilitation 
Services 

C.  Stem  Cell  Transplants 

D.  Physician  Supervision 

1.  Background 

2.  Issues  Regarding  the  Physician 
Supervision  of  Hospital  Outpatient 
Services  Raised  by  Hospitals  and  Other 
Stakeholders 

3.  Proposed  Policies  for  Direct  Supervision 
of  Hospital  and  CAH  Outpatient 
Therapeutic  Services 
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4.  Proposed  Policies  for  EKrect  Supervision 
of  Hospital  and  CAH  Outpatient 
Diagnostic  Services 

5.  Summary  of  CY  2010  Physician 
Supervision  Proposals 

E.  Direct  Referral  for  Observation  Services 
Xni.  Proposed  OPPS  Payment  Status  and 
Comment  Indicators 

A.  Proposed  OPPS  Payment  Status 
Indicator  Dehnitions 

1.  Proposed  Payment  Status  Indicators  To 
Designate  Services  That  Are  Paid  Under 
the  OPPS 

2.  Proposed  Payment  Status  Indicators  To 
Designate  Services  That  Are  Paid  Under 
a  Payment  System  Other  Than  the  OPPS 

3.  Proposed  Payment  Status  Indicators  To 
Designate  Services  That  Are  Not 
Recognized  Under  the  OPPS  But  That 
May  Be  Recognized  by  Other 
Institutional  Providers 

4.  Proposed  Payment  Status  Indicators  To 
Designate  Services  That  Are  Not  Payable 
by  Medicare  on  Outpatient  Claims 

B.  Proposed  Comment  Indicator 
Definitions 

XIV.  OPPS  Policy  and  Payment 
Recommendations 

A.  MedPAC  Recommendations 

B.  APC  Panel  Recommendations 

C.  OIG  Recommendations 

XV.  Proposed  Updates  to  the  Ambulatory 
Surgical  Center  (ASC)  Payment  System 

A.  Background 

1.  Legislative  Authority  for  the  ASC 
Payment  System 
•2.  Prior  Rulemaking 

3.  Policies  Governing  Changes  to  the  Lists 
of  Codes  and  Payment  Rates  for  ASC 
Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

B.  Proposed  Treatment  of  New  Codes 

1.  Proposed  Treatment  of  New  Category  I 
and  in  CPT  Codes  and  Level  U  HCPCS 
Codes 

2.  Proposed  Treatment  of  New  Level  II 
HCPCS  Codes  Implemented  in  April  and 
July  2009 

C.  Proposed  Update  to  the  List  of  ASC 
Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

1.  Covered  Surgical  Procedures 

a.  Proposed  Additions  to  the  List  of  ASC 
Covered  Surgical  Procedmes 

b.  Proposed  Covered  Surgical  Procedures 
Designated  as  Office-Based 

(1)  Background 

(2)  Proposed  Changes  to  Covered  Siugical 
Procedures  Designated  as  Office-Based 
for  CY  2010 

c.  Covered  Surgical  Procedimes  Designated 
as  Device-Intensive 

(1)  Background 

(2)  Proposed  Changes  to  List  of  Covered 
Surgical  Procedures  Designated  as 
Device-Intensive  for  CY  2010 

d.  ASC  Treatment  of  Surgical  Procedures 
Proposed  for  Removal  from  the  OPPS 
Inpatient  List  for  CY  2010 

2.  Covered  Ancillary  Services 

D.  Proposed  ASC  Payment  for  Covered 
Surgical  Procedures  and  Covered 
Ancillary  Services 

1.  Proposed  Payment  for  Covered  Surgical 
Procedures 

a.  Background 


b.  Proposed  Update  to  ASC  Covered 
Surgical  Procedure  Payment  Rates  for  CY 
2010 

c.  Proposed  Adjustment  to  ASC  Payments 
for  No  Cost/Full  Credit  and  Partial  Credit 
Devices 

2.  Proposed  Payment  for  Covered  Ancillary 
Services 

a.  Background 

b.  Proposed  Payment  for  Covered  Ancillary 
Services  for  CY  2010 

E.  New  Technology  Intraocular  Lenses 
(NTIOLs) 

1.  Background 

2.  NTIOL  Application  Process  for  Payment 
Adjustment 

3.  Classes  of  NTIOLs  Approved  and  New 
Request  for  Payment  Adjustment 

a.  Background 

b.  Requests  To  Establish  New  NTIOL  Class 
for  CY  2010  and  Deadline  for  Public 
Comment 

4.  Proposed  Payment  Adjustment 

5.  Proposed  ASC  Payment  for  Insertion  of 
lOLs 

F.  Proposed  ASC  Payment  and  Conunent 
Indicators 

1.  Background 

2.  Proposed  ASC  Payment  and  Comment 
Indicators 

G.  ASC  Policy  and  Payment 
Recommendations 

H.  Proposed  Revision  to  Terms  of 
Agreements  for  Hospital-Operated  ASCs 

I.  Backgroimd 

2.  Proposed  Changes  to  the  Terms  of 
Agreements  for  ASCs  Operated  by  a 
Hospital 

1.  Calculation  of  the  ASC  Conversion 
Factor  and  .\SC  Payment  Rates 

1.  Background 

2.  Proposed  Calculation  of  the  ASC 
Payment  Rates 

a.  Updating  the  ASC  Relative  Payment 
Weights  for  CY  2010  and  Future  Years 

b.  Updating  the  ASC  Conversion  Factor 

3.  Display  of  Proposed  ASC  Pajrment  Rates 

XVI.  Reporting  Quality  Data  for  Annual 

Payment  Rate  Updates 

A.  Background 

1.  Overview 

2.  Hospital  Outpatient  Quality  Data 
Reporting  Under  Section  109{aJ  of  Public 
Law  109-432 

3.  Reporting  ASC  Quality  Data  for  Annual 
Payment  Update 

4.  HOP  QDRP  Quality  Measures  for  the  CY 

2009  Payment  Determinations 

5.  HOP  QDRP  Quality  Measures  for  the  CY 

2010  Payment  Determination 

a.  Background 

b.  Maintenance  of  Technical  Specifications 
for  Quality  Measures 

c.  Publication  of  HOP  QDRP  Data 

B.  Proposals  Regarding  Quality  Measures 

1.  Considerations  in  Expanding  and 
Updating  Quality  Measures  Under  the 
HOP  QRDP  Program 

2.  Retirement  of  HOP  QRDP  Quality 
Measures 

3.  Proposed  HOP  QDRP  Quality  Measures 
for  the  CY  2011  Payment  Determination 

C.  Possible  Quality  Measures  Under 
Consideration  for  FY  2012  and 
Subsequent  Years 

D.  Proposed  Payment  Reduction  for 
Hospitals  That  Fail  To  Meet  the  HOP 


QDRP  Requirements  for  the  CY  2010 
Payment  Update 

1.  Background 

2.  Proposed  Reporting  Ratio  Application 
and  Associated  Adjustment  Policy  for 
CY  2010 

E.  Proposed  Requirements  for  HOPD 
Quality  Data  Reporting  for  CY  2011  and 
Subsequent  Years 

1.  Administrative  Requirements 

2.  Data  Collection  and  Submission 
Requirements 

a.  General  Data  Collection  and  Submission 
Requirements 

b.  Extraordinary  Circumstance  Extension 
or  Waiver  for  Reporting  Quality  Data 

3.  HOP  QDRP  Validation  Requirements 

a.  Proposed  Data  Validation  Requirements 
forCY  2011 

b.  Proposed  Data  Validation  Approach  for 
CY  2012  and  Subsequent  Years 

c.  Additional  Data  Validation  Conditions 
Under  Consideration  for  CY  2012  and 
Subsequent  Years 

F.  Proposed  2010  Publication  of  HOP 
QDRP  Data 

G.  Proposed  HOP  QDRP  Reconsideratibn 
and  Appeals  Procedures 

H.  Reporting  of  ASC  Quality  Data 

I.  Electronic  Health  Records 

XVn.  Healthcare-Associated  Conditions 

A.  Background 

I.  Preventable  Medical  Errors  and 
Hospital-Acquired  Conditions  (HACs) 
Under  the  IPPS 

2.  Expanding  the  Principles  of  the  IPPS 
HACs  Payment  Provision  to  the  OPPS 

3.  Discussion  in  the  CY  2009  OPPS/ASC 
Final  Rule  With  Comment  Period 

B.  Public  Comments  and 
Recommendations  on  Issues  Regarding 
Healthcare-Associated  Conditions  From 
the  Joint  IPPS/OPPS  Listening  Session 

C.  CY  2010  Approach  to  Healthcare- 
Associated  Conditions  Under  the  OPPS 

XVni.  Files  Available  to  the  Public  via  the 
Internet 

A.  Information  in  Addenda  Related  to  the 
Proposed  CY  2010  Hospital  OPPS 

B.  Information  in  Addenda  Related  to  the 
Proposed  CY  2010  ASC  Payment  System 

XIX.  Collection  of  Information  Requirements 

XX.  Response  to  Comments 

XXI.  Regulatory  Impact  Analysis 

A.  Overall  Impact 

1.  Executive  Order  12866 

2.  Regulatory  Flexibility  Act  (RFA) 

3.  Small  Rural  Hospitals 

4.  Unfunded  Mandates 

5.  Federalism 

B.  Effects  of  OPPS  Changes  in  This 
Proposed  Rule 

1.  Alternatives  Considered 

2.  Limitation  of  Omr  Analysis 

3.  Estimated  Effects  of  This  Proposed  Rule 
on  Hospitals 

4.  Estimated  Effects  of  This  Proposed  Rule 
onCMHCs 

5.  Estimated  Effects  of  This  Proposed  Rule 
on  Beneficiaries 

6.  Conclusion 

7.  Accounting  Statement 

C.  Effects  of  ASC  Payment  System  Changes 
in  This  Proposed  Rule 

1.  Alternatives  Considered 

2.  Limitations  of  Our  Analysis 
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3.  Estimated  Effects  of  This  Proposed  Rule 
on  Payments  to  ASCs 

4.  Estimated  Effects  of  This  Proposed  Rule 
on  Benehciaries 

5.  Conclusion 

6.  Accounting  Statement 

D.  Effects  of  Proposed  Requirements  for 
Reporting  of  Quality  Data  for  Annual 
Hospital  Payment  Update 

E.  Executive  Order  12866 

Regulation  Text 
Addenda 

Addendum  A — Proposed  OPPS  APCs  for  CY 
2010 

Addendum  AA — ^Proposed  ASC  Covered 
Surgical  Procedures  for  CY  2010  (Including 
Surgical  Procedures  for  Which  Payment  Is 
Packaged) 

Addendum  B — Proposed  OPPS  Payment  by 
HCPCS  Code  for  CY  2010 
Addendum  BB — ^Proposed  ASC  Covered 
Ancillary  Services  Integral  to  Covered 
Surgical  Procedures  for  CY  2010  (Including 
Ancillary  Services  for  Which  Payment  Is 
Packaged) 

Addendum  Dl — Proposed  OPPS  Payment 
Status  Indicators  for  CY  2010 
Addendum  DDl — ^Proposed  ASC  Payment 
Indicators  for  CY  2010 
Addendum  D2 — Proposed  OPPS  Comment 
Indicators  for  CY  2010 
Addendum  DD2 — Proposed  ASC  Comment 
Indicators  for  CY  2010 
Addendum  E — Proposed  HCPCS  Codes  That 
Would  Be  Paid  Only  as  Inpatient 
Procedures  for  CY  2010 
Addendum  L — Proposed  CY  2010  OPPS  Out- 
Migration  Adjustment 
Addendum  M — Proposed  HCPCS  Codes  for 
Assignment  to  Composite  APCs  for  CY 
2010 

I.  Background  and  Summary  of  the  CY 
2010  OPPS/ASC  Proposed  Rule 

A.  Legislative  and  Regulatory  Authority 
for  the  Hospital  Outpatient  Prospective 
Payment  System 

When  the  Medicare  statute  was 
enacted.  Medicare  payment  for  hospital 
outpatient  services  was  based  on 
hospital-specific  costs.  In  an  effort  to 
ensure  that  Medicare  and  its 
beneficiaries  pay  appropriately  for 
services  and  to  encourage  more  efficient 
delivery  of  care,  the  Congress  mandated 
replacement  of  the  reasonable  cost- 
based  payment  methodology  with  a 
prospective  payment  system  (PPS).  The 
Balanced  Budget  Act^BBA)  of  1997 
(Pub.  L.  105-33)  added  section  1833(t) 
to  the  Social  Secmity  Act  (the  Act) 
authorizing  implementation  of  a  PPS  for 
hospital  outpatient  services.  The  OPPS 
was  first  implemented  for  services 
furnished  on  or  after  August  1,  2000. 
Implementing  regulations  for  the  OPPS 
are  located  at  42  CFR  Part  419. 

The  Medicare,  Medicaid,  and  SCHIP 
Balanced  Budget  Refinement  Act 
(BBRA)  of  1999  (Pub.  L.  106-113)  made 
major  changes  in  the  hospital  outpatient 


prospective  payment  system  (OPPS). 

The  following  Acts  made  additional 
changes  to  the  OPPS:  the  Medicare, 
Medicaid,  and  SCHIP  Benefits 
Improvement  and  Protection  Act  (BIPA) 
of  2000  (Pub.  L.  106-554);  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  (MMA)  of  2003  (Pub. 
L.  108-173);  the  Deficit  Reduction  Act 
(DRA)  of  2005  (Pub.  L.  109-171), 
enacted  on  February  8,  2006;  the 
Medicare  Improvements  and  Extension 
Act  under  Division  B  of  Title  I  of  the 
Tax  Relief  and  Health  Care  Act  (MIEA- 
TRHCA)  of  2006  (Pub.  L.  109-132), 
enacted  on  December  20,  2006;  the 
Medicare,  Medicaid,  and  SCHIP 
Extension  Act  (MMSEA)  of  2007  (Pub. 

L.  110-173),  enacted  on  December  29, 
2007;  and  the  Medicare  Improvements 
for  Patients  and  Providers  Act  (MIPPA) 
of  2008  (Pub.  L.  110-275),  enacted  on 
July  15,  2008. 

Under  the  OPPS,  we  pay  for  hospital 
outpatient  services  on  a  rate-per-service 
basis  that  varies  according  to  the 
ambulatory  payment  classification 
(APC)  group  to  which  the  service  is 
assigned.  We  use  the  Healthcare 
Common  Procedure  Coding  System 
(HCPCS)  codes  (which  include  certain 
Cmrent  Procedural  Terminology  (CPT) 
codes)  and  descriptors  to  identify  and 
group  the  services  within  each  APC 
group.  The  OPPS  includes  payment  for 
most  hospital  outpatient  services, 
except  those  identified  in  section  I.B.  of 
this  proposed  rule.  Section 
1833(t)(l)(B)(ii)  of  the  Act  provides  for 
payment  under  the  OPPS  for  hospital 
outpatient  services  designated  by  the 
Secretary  (which  includes  partial 
hospitalization  services  furnished  by 
community  mental  health  centers 
(CMHCs))  and  hospital  outpatient 
services  that  are  finnished  to  inpatients 
who  have  exhausted  their  Part  A  ? 
benefits,  or  who  are  otherwise  not  in  a 
covered  Part  A  stay.  Section  611  of 
Public  Law  108-173  added  provisions 
for  coverage  for  cm  initial  preventive 
physical  examination,  subject  to  the 
applicable  deductible  and  coinsurance, 
as  an  outpatient  department  service, 
payable  under  the  OPPS. 

The  OPPS  rate  is  an  unadjusted 
national  payment  amount  that  includes 
the  Medicare  payment  and  the 
beneficiary  copayment.  This  rate  is 
divided  into  a  labor-related  amount  and 
a  nonlabor-related  amount.  The  labor- 
related  amount  is  adjusted  for  area  wage 
differences  using  the  hospital  inpatient 
wage  index  value  for  the  locality  in 
which  the  hospital  or  CMHC  is  located. 

All  services  and  items  within  an  APC 
group  are  comparable  clinically  and 
with  respect  to  resource  use  (section 
1833(t)(2)(B)  of  the  Act).  In  accordance 


with  section  1833(t)(2)  of  the  Act, 
subject  to  certain  exceptions,  services 
and  items  within  an  APC  group  cannot 
be  considered  comparable  with  respect 
to  the  use  of  resources  if  the  highest 
median  (or  mean  cost,  if  elected  by  the 
Secretary)  for  an  item  or  service  in  the 
APC  group  is  more  than  2  times  greater 
than  the  lowest  median  cost  for  an  item 
or  service  within  the  same  APC  group 
(referred  to  as  the  “2  times  rule”).  In 
implementing  this  provision,  we 
generally  use  the  median  cost  of  the 
item  or  service  assigned  to  an  APC 
group. 

For  new  technology  items  and 
services,  special  payments  under  the 
OPPS  may  be  made  in  one  of  two  ways. 
Section  1833(t)(6)  of  the  Act  provides 
for  temporary  additional  payments, 
which  we  refer  to  as  “transitional  pass¬ 
through  payments,”  for  at  least  2  but  not 
more  than  3  years  for  certain  drugs, 
biological  agents,  brachytherapy  devices 
used  for  the  treatment  of  cancer,  and 
categories  of  other  medical  devices.  For 
new  technology  services  that  are  not 
eligible  for  transitional  pass-through 
payments,  and  for  which  we  lack 
sufficient  data  to  appropriately  assign 
them  to  a  clinical  APC  group,  we  have 
established  special  APC  groups  based 
on  costs,  which  we  refer  to  as  New 
Technology  APCs.  These  New 
Technology  APCs  are  designated  by  cost 
bands  which  allow  us  to  provide 
appropriate  and  consistent  payment  for 
designated  new  procedures  that  are  not 
yet  reflected  in  our  claims  data.  Similar 
to  pass-through  payments,  an 
assignment  to  a  New  Technology  APC  is 
temporary;  that  is,  we  retain  a  service 
within  a  New  Technology  APC  until  we 
acquire  sufficient  data  to  assign  it  to  a 
clinically  appropriate  APC  group. 

B.  Excluded  OPPS  Services  and 
Hospitals 

Section  1833(t)(l)(B)(i)  of  the  Act 
authorizes  the  Secretary  to  designate  the 
hospital  outpatient  services  that  are 
paid  under  the  OPPS.  While  most 
hospital  outpatient  services  are  payable 
under  the  OPPS,  section 
1833(t)(l)(B)(iv)  of  the  Act  excludes 
payment  for  ambulance,  physical  and 
occupational  therapy,  and  speech- 
language  pathology  services,  for  which 
payment  is  made  under  a  fee  schedule. 
Section  614  of  Public  Law  108-173 
amended  section  1833(t)(l)(B)(iv)  of  the 
Act  to  exclude  payment  for  screening 
and  diagnostic  mammography  services 
from  the  OPPS.  The  Secretary  exercised 
the  authority  granted  under  the  statute 
to  also  exclude  from  the  OPPS  those 
services  that  are  paid  under  fee 
schedules  or  other  payment  systems. 
Such  excluded  services  include,  for 
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example,  the  professional  services  of 
physicians  and  nonphysician 
practitioners  paid  under  the  Medicare 
Physician  Fee  Schedule  (MPFS); 
laboratory  services  paid  under  the 
clinical  diagnostic  laboratory  fee 
schedule  (CLFS);  services  for 
beneficiaries  with  end-stage  renal 
disease  (ESRD)  that  are  paid  under  the 
ESRD  composite  rate;  and  services  and 
procedures  that  require  an  inpatient  stay 
that  are  paid  under  the  hospital 
inpatient  prospective  payment  system 
(IPPS).  We  set  forth  the  services  that  are 
excluded  from  payment  under  the  OPPS 
in  §  419.22  of  the  regulations. 

Under  §  419.20(b)  of  the  regulations, 
we  specify  the  types  of  hospitals  and 
entities  that  are  excluded  from  payment 
under  the  OPPS.  These  excluded 
entities  include:  Marylemd  hospitals,  but 
only  for  services  that  are  paid  under  a 
cost  containment  waiver  in  accordance 
with  section  1814(b)(3)  of  the  Act; 
critical  access  hospitals  (CAHs); 
hospitals  located  outside  of  the  50 
States,  the  District  of  Columbia,  and 
Puerto  Rico;  and  Indian  Health  Service 
hospitals. 

C.  Prior  Rulemaking 

On  April  7,  2000,  we  published  in  the 
Federal  Register  a  final  rule  with 
comment  period  (65  FR  18434)  to 
implement  a  prospective  payment 
system  for  hospital  outpatient  services. 
The  hospital  OPPS  was  first 
implemented  for  services  furnished  on 
or  after  August  1,  2000.  Section 
1833(t)(9)  of  the  Act  requires  the 
Secretary  to  review  certain  components 
of  the  OPPS,  not  less  often  than 
annually,  and  to  revise  the  groups, 
relative  payment  weights,  and  other 
adjustments  that  take  into  account 
changes  in  medical  practices,  changes  in 
technologies,  and  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors. 

Since  initially  implementing  the 
OPPS,  we  have  published  final  rules  in 
the  Federal  Register  annually  to 
implement  statutory  requirements  and 
changes  arising  from  our  continuing 
experience  with  this  system.  These  rules 
can  be  viewed  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/.  We  published 
in  the  Federal  Register  on  November  18, 
2008  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68502).  In 
that  final  rule  with  comment  period,  we 
revised  the  OPPS  to  update  the  payment 
weights  and  conversion  factor  for 
services  payable  under  the  CY  2009 
OPPS  on  the  basis  of  claims  data  from 
January  1,  2007, -through  December  31, 
2007,  and  to  implement  certain 
provisions  of  Public  Law  11 0-1 7  3  and 


Public  Law  110-275.  In  addition,  in  that 
final  rule  we  also  responded  to  public 
comments  received  on  the  provisions  of 
the  November  27,  2007  final  rule  with 
comment  period  (72  FR  66580) 
pertaining  to  the  APC  assignment  of 
HCPCS  codes  identified  in  Addendum  B 
to  that  rule  with  the  new  interim  (“NI”) 
comment  indicator,  and  to  public 
comments  received  on  the  July  18,  2008 
OPPS/ASC  proposed  rule  for  CY  2009 
(73  FR  41416). 

Subsequent  to  publication  of  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period,  we  published  in  the 
Federal  Register  on  January  26,  2009,  a 
correction  notice  (74  FR  4343  through 
4344)  to  correct  certain  technical  errors 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period. 

D.  Advisory  Panel  on  Ambulatory 
Payment  Classification  Groups 

1.  Authority  of  the  APC  Panel 

Section  1833(t)(9)(A)  of  the  Act,  as 
amended  by  section  201(h)  of  Public 
Law  106-113,  and  redesignated  by 
section  202(a)(2)  of  Public  Law  106-113, 
requires  that  we  consult  with  an  outside 
panel  of  experts  to  review  the  clinical 
integrity  of  the  payment  groups  and 
their  weights  under  the  OPPS.  The  Act 
further  specifies  that  the  panel  will  act 
in  an  advisory  capacity.  The  Advisory 
Panel  on  Ambulatory  Payment 
Classification  (APC)  Groups  (the  APC 
Panel),  discussed  under  section  I.D.2.  of 
this  proposed  rule,  fulfills  these 
requirements.  The  APC  Panel  is  not 
restricted  to  using  data  compiled  by 
CMS,  and  it  may  use  data  collected  or 
developed  by  organizations  outside  the 
Department  in  conducting  its  review. 

2.  Establishment  of  the  APC  Panel 

On  November  21,  2000,  the  Secretary 
signed  the  initial  charter  establishing 
the  APC  Panel.  This  expert  panel,  which 
may  be  composed  of  up  to  15 
representatives  of  providers  (currently 
employed  full-time,  not  as  consultants, 
in  their  respective  areas  of  expertise) 
subject  to  the  OPPS,  reviews  clinical 
data  and  advises  CMS  about  the  clinical 
integrity  of  the  APC  groups  and  their 
payment  weights.  The  APC  Panel  is 
technical  in  nature,  and  it  is  governed 
by  the  provisions  of  the  Federal 
Advisory  Committee  Act  (FACA).  Since 
its  initial  chartering,  the  Secretary  has 
renewed  the  APC  Panel’s  charter  four 
times:  on  November  1,  2002;  on 
November  1,  2004;  on  November  21, 
2006;  and  on  November  2,  2008.  The 
current  charter  specifies,  among  other 
requirements,  that:  The  APC  Panel 
continues  to  be  technical  in  nature;  is 
governed  by  the  provisions  of  the 


FACA;  may  convene  up  to  three 
meetings  per  year;  has  a  Designated 
Federal  Officer  (DFO);  and  is  chaired  by 
a  Federal  official  designated  by  the 
Secretary. 

The  current  APC  Panel  membership 
and  other  information  pertaining  to  the 
APC  Panel,  including  its  charter. 

Federal  Register  notices,  membership, 
meeting  dates,  agenda  topics,  and 
meeting  reports,  can  be  viewed  on  the 
CMS  Web  site  at:  http:// 
www.cms.hhs.gov/FACA/ 
05_AdvisoryPanelonAmbulatory 
PaymentClassification 
Groups. asp^TopOfPage. 

3.  APC  Panel  Meetings  and 
Organizational  Structure 

The  APC  Panel  first  met  on  February 
27  through  March  1,  2001.  Since  the 
initial  meeting,  the  APC  Panel  has  held 
15  meetings,  with  the  last  meeting 
taking  place  on  February  18  and  19, 

2009.  Prior  to  each  meeting,  we  publish 
a  notice  in  the  Federal  Register  to 
announce  the  meeting  and,  when 
necessary,  to  solicit  nominations  for 
APC  Panel  membership  and  to 
announce  new  members. 

The  APC  Panel  has  established  an 
operational  structure  that,  in  part, 
includes  the  use  of  three  subcommittees 
to  facilitate  its  required  APC  review 
process.  The  three  current 
subcommittees  are  the  Data 
Subcommittee,  the  Visits  and 
Observation  Subcommittee,  and  the 
Packaging  Subcommittee.  The  Data 
Subcommittee  is  responsible  for 
studying  the  data  issues  confronting  the 
APC  Panel  emd  for  recommending 
options  for  resolving  them.  The  Visits 
and  Observation  Subcommittee  reviews 
and  makes  recommendations  to  the  APC 
Panel  on  all  techniced  issues  pertaining 
to  observation  services  and  hospital 
outpatient  visits  paid  under  the  OPPS 
(for  example,  APC  configurations  and 
APC  payment  weights).  The  Packaging 
Subcommittee  studies  and  makes 
recommendations  on  issues  pertaining 
to  services  that  are  not  separately 
payable  under  the  OPPS,  but  whose 
payments  are  bundled  or  packaged  into 
APC  payments.  Each  of  these 
subcommittees  was  established  by  a 
majority  vote  from  the  full  APC  Panel 
during  a  scheduled  APC  Panel  meeting, 
and  their  continuation  as 
subcommittees  was  last  approved  at  the 
February  2009  APC  Panel  meeting.  At 
that  meeting,  the  APC  Panel 
recommended  that  the  work  of  these 
three  subcommittees  continue,  and  we 
accept  those  recommendations  of  the 
APC  Panel.  All  subcommittee 
recommendations  are  discussed  and 
voted  upon  by  the  full  APC  Panel. 
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Discussions  of  the  other 
reconunendations  made  by  the  APC 
Panel  at  the  February  2009  meeting  are 
included  in  the  sections  of  this 
proposed  rule  that  are  specific  to  each  - 
recommendation.  For  discussions  of 
earlier  APC  Panel  meetings  and 
recommendations,  we  refer  readers  to 
previously  published  hospital  OPPS/ 
ASC  proposed  and  final  rules,  the  CMS 
Web  site  mentioned  earlier  in  this 
section,  and  the  FACA  database  at 
http://fido.g6v/facadatabase/pubIic.asp. 

E.  Background  and  Summary  of  the  CY 
2010  OPPS/ ASC  Proposed  Rule 

In  this  proposed  rule,  we  set  forth 
proposed  changes  to  the  Medicare 
hospital  OPPS  for  CY  2010  to 
implement  statutory  requirements  and 
changes  arising  from  our  continuing 
experience  with  the  system.  In  addition, 
we  are  setting  forth  proposed  changes  to 
the  revised  Medicare  ASC  payment 
system  for  CY2010,  including  proposed 
updated  payment  weights  and  covered 
surgical  ancillary  services  based  on  the 
proposed  OPPS  update.  Finally,  we  are 
setting  forth  proposed  quality  measures 
for  the  Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP)  for 
reporting  quality  data  for  annual 
payment  rate  updates  for  CY  2011  and 
subsequent  calendar  years,  the 
requirements  for  data  collection  and 
submission  for  the  annual  payment 
update,  and  a  proposed  reduction  in  the 
OPPS  payment  for  hospitals  that  fail  to 
meet  the  HOP  QDRP  requirements  for 
the  CY  2010  payment  update,  in 
accordance  with  the  statutory 
requirement.  These  changes  would  be 
effective  for  services  furnished  on  or 
after  January  1,  2010.  The  following  is 
a  summary  of  the  major  chemges  that  we 
are  proposing  to  make: 

1.  Proposed  Updates  Affecting  OPPS 
Payments 

In  section  II.  of  this  proposed  rule,  we 
set  forth — 

•  The  methodology  used  to 
recalibrate  the  proposed  APC  relative 
payment  weights. 

•  The  proposed  changes  to  packaged 
services. 

•  The  proposed  update  to  the 
conversion  factor  used  to  determine 
payment  rates  under  the  OPPS.  In  this 
section,  we  set  forth  proposed  changes 
in  the  amoimts  and  factors  for 
calculating  the  full  annual  update 
increase  to  the  conversion  factor. 

•  The  pr(q}osed  retention  of  om 
current  policy  to  use  the  IPPS  wage 
indices  to  adjust,  for  geographic  wage 
differences,  the  portion  of  the  OPPS 
payment  rate  and  the  copayment ' 


standardized  eunount  attributable  to 
labor-related  cost. 

•  The  proposed  update  of  statewide 
average  default  OCRs. 

•  Tne  proposed  application  of  hold 
harmless  transitional  outpatient 
payments  (TOPs)  for  certain  small  rural 
hospitals. 

•  The  proposed  payment  adjustment 
for  rural  SCHs. 

•  The  proposed  calculation  of  the 
hospital  outpatient  outlier  payment. 

•  The  calculation  of  the  proposed 
national  unadjusted  Medicare  OPPS 
payment. 

•  The  proposed  beneficiary 
copayments  for  OPPS  services. 

2.  Proposed  OPPS  Ambulatory  Payment 
Classification  (APC)  Group  Policies 

In  section  III.  of  this  proposed  rule, 
we  discuss — 

•  The  proposed  additions  of  new 
HCPCS  codes  to  APCs. 

•  Our  proposals  to  establish  a  number 
of  new  APCs. 

•  Our  analyses  of  Medicare  claims 
data  and  certain  recommendations  of 
the  APC  Panel. 

•  The  application  of  the  2  times  rule 
and  proposed  exceptions  to  it. 

•  Proposed  changes  to  specific  APCs. 

•  Proposed  movement  of  procedures 
firom  New  Technology  APCs  to  clinical 
APCs. 

3.  Proposed  OPPS  Payment  for  Devices 

In  section  FV.  of  this  proposed  rule, 
we  discuss  proposed  pass-through 
payment  for  specific  categories  of 
devices  and  the  proposed  adjustment  for 
devices  furnished  at  no  cost  or  with 
partial  or  full  credit. 

4.  Proposed  OPPS  Payment  Changes  for 
Drugs,  Biologicals,  and 
Radiopharmaceuticals 

In  section  V.  of  this  proposed  rule,  we 
discuss  proposed  CY  2010  OPPS 
payment  for  drugs,  biologicals,  and 
radiopharmaceuticals,  including  the 
proposed  payment  for  drugs, 
biologicals,  and  radiopharmaceuticals 
with  and  without  pass-through  status. 

5.  Proposed  Estimate  of  OPPS 
Transitional  Pass-Through  Spending  for 
Drugs,  Biologicals, 
Radiopharmaceuticals,  and  Devices 

In  section  VI.  of  this  proposed  rule, 
we  discuss  the  estimate  of  CY  2010 
OPPS  transitional  pass-through 
spending  for  drugs,  biologicals,  and 
devices. 

6.  Proposed  OPPS  Payment  for 
Brachytherapy  Sources 

In  section  VII.  of  this  proposed  rule, 
we  discuss  oiur  proposal  concerning 
payment  for  brachytherapy  sources.i 


7.  Proposed  OPPS  Payment  for  Drug 
Administration  Services 

In  section  VIII.  of  this  proposed  rule, 
we  set  forth  our  proposed  policy 
concerning  coding  and  payment  for 
drug  administration  services. 

8.  Proposed  OPPS  Payment  for  Hospital 
Outpatient  Visits 

In  section  IX.  of  this  proposed  rule, 
we  set  forth  our  proposed  policies  for 
the  payment  of  clinic  and  emergency 
department  visits  and  critical  care 
services  based  on  claims  data. 

9.  Proposed  Payment  for  Partial 
Hospitalization  Services 

In  section  X.  of  this  proposed  rule,  we 
set  forth  our  proposed  payment  for 
partial  hospitalization  services, 
including  the  proposed  separate 
threshold  for  outlier  payments  for 
CMHCs. 

10.  Proposed  Procedures  That  Will  Be 
Paid  Only  as  Inpatient  Procedures 

In  section  XI.  of  this  proposed  rule, 
we  discuss  the  procedures  that  we  are 
proposing  to  remove  from  the  inpatient 
list  and  assign  to  APCs  for  payment 
under  the  OPPS. 

11.  Proposed  OPPS  Nonrecurring 
Technical  and  Policy  Changes  and 
Clarifications 

In  section  XII.  of  this  proposed  rule, 
we  set  forth  our  proposals  regarding 
nonrecurring  technical  issues  and 
provide  policy  clarifications. 

12.  Proposed  OPPS  Payment  Status  and 
Comment  Indicators 

In  section  XIII.  of  this  proposed  rule, 
we  discuss  our  proposed  changes  to  the 
definitions  of  status  indicators  assigned 
to  APCs  and  present  our  proposed 
comment  indicators  for  the  final  rule 
with  comment  period. 

13.  OPPS  Policy  and  Payment 
Recommendations 

Tn  section  XIV.  of  this  proposed  rule. 
We  address  recommendations  made  by 
the  Medicare  Payment  Advisory 
Commission  (MedPAC)  in  its  March 
2009  report  to  Congress,  by  the  Office  of 
InspectoMieneral  (OIG),  and  by  the  APC 
Panel  regarding  the  OPPS  for  CY  2010. 

14.  Proposed  Ambulatory  Surgical 
Center  (ASC)  Payment  System 

In  section  XV.  of  this  proposed  rule, 
we  discuss  the  proposed  update  of  the 
revised  ASC  payment  system  covered 
surgical  procediues  and  covered 
ancillary  services  and  payment  rates  for 
CY  2010.  A  <■  ' 
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15.  Reporting  Quality  Data  for  Annual 
Payment  Rate  Updates 

In  section  XVI.  of  this  proposed  rule: 

We  discuss  the  proposed  quality 
measures  for  reporting  hospital 
outpatient  (HOP)  quality  data  for  the 
annual  payment  update  factor  for  CY 
2012  and  subsequent  calendar  years;  set 
forth  the  requirements  for  data 
collection  and  submission  for  the 
annual  payment  update;  and  propose  a 
reduction  in  the  OPPS  payment  for 
hospitals  that  fail  to  meet  the  HOP 
Quality  Data  Reporting  Program  (QDRP) 
requirements  for  CY  2010. 

16.  Healthcare- Associated  Conditions 

In  section  XVII.  of  this  proposed  rule, 
we  discuss  public  responses  to  a 
December  2008  CMS  public  listening 
session  addressing  the  potential 
extension  of  the  principle  of  Medicare 
not  paying  more  under  the  IPPS  for  the 
care  of  preventable  hospital-acquired 
conditions  experienced  by  a  Medicare 
beneficiary  during  a  hospital  inpatient 
stay  to  medical  care  in  other  settings 
that  are  paid  under  other  Medicare 
payment  systems,  including  the  OPPS, 
for  those  healthcare-associated 
conditions  that  occur  or  result  from  care 
in  those  other  settings. 

17.  Regulatory  Impact  Analysis 

In  section  XXI.  of  this  proposed  rule, 
we  set  forth  an  analysis  of  the  impact 
the  proposed  changes  would  have  on 
affected  entities  and  beneficiaries. 

II.  Proposed  Updates  Affecting  OPPS 
Payments 

A.  Proposed  Recalibration  ofAPC 
Relative  Weights 

1.  Database  Construction 
a.  Database  Source  and  Methodology 

Section  1833(t)(9){A)  of  the  Act 
requires  that  the  Secretary  review  and 
revise  the  relative  payment  weights  for 
APCs  at  least  annually.  In  the  April  7, 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18482),  we  explained  in 
detail  how  we  calculated  the  relative 
payment  weights  that  were 
implemented  on  August  1,  2000  for  each 
APC  group. 

For  CY  2010,  we  are  proposing  to  use 
the  same  basic  methodology  that  we 
described  in  the  April  7,  2000  OPPS 
final  rule  with  comment  period  to 
recalibrate  the  APC  relative  payment 
weights  for  services  furnished  on  or 
after  January  1,  2010,  and  before  January 
1,  2011  (CY  2010).  That  is,  we  are 
proposing  to  recalibrate  the  relative 
payment  weights  for  each  APC  based  on 
claims  and  cost  report  data  for  hospital 
outpatient  department  (HCNPD)  services. 


We  are  proposing  to  use  the  most  recent 
available  data  to  construct  the  database 
for  calculating  APC  group  weights. 
Therefore,  for  the  purpose  of 
recalibrating  the  proposed  APC  relative 
payment  weights  for  CY  2010,  we  used 
approximately  130  million  final  action 
claims  for  hospital  outpatient 
department  services  furnished  on  or 
after  January  1,  2008,. and  before  January 
1,  2009.  (For  exact  counts  of  claims 
used,  we  refer  readers  to  the  claims 
accounting  narrative  under  supporting 
documentation  for  this  proposed  rule  on 
the  CMS  Web  site  at;  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/HORD/.) 

Of  the  130  million  final  action  claims 
for  services  provided  in  hospital 
outpatient  settings  used  to  calculate  the 
CY  2010  OPPS  payment  rates  for  this 
proposed  rule,  approximately  100 
million  claims  were  the  type  of  bill 
potentially  appropriate  for  use  in  setting 
rates  for  OPPS  services  (but  did  not 
necessarily  contain  services  payable 
under  the  OPPS).  Of  the  100  million 
claims,  approximately  46  million  claims 
were  not  for  services  paid  under  the 
OPPS  or  were  excluded  as  not 
appropriate  for  use  (for  example, 
erroneous  cost-to-charge  ratios  (CCRs)  or 
no  HCPCS  codes  reported  on  the  claim). 
From  the  remaining  54  million  claims, 
we  created  approximately  91  million 
single  records,  of  which  approximately 
61  million  were  “pseudo”  single  or 
“single  session”  claims  (created  from  24 
million  multiple  procedure  claims  using 
the  process  we  discuss  later  in  this 
section).  Approximately  622,000  claims 
were  trimmed  out  on  cost  or  units  in 
excess  of  -t-/  —  3  standard  deviations 
from  the  geometric  mean,  yielding 
approximately  90  million  single  bills  for 
median  setting.  As  described  in  section 
II.A.2.  of  this  proposed  rule,  our  data 
development  process  is  designed  with 
the  go^  of  using  appropriate  cost 
information  in  setting  the  APC  relative 
weights.  The  bypass  process  described 
in  section  II.A.l.b.  of  this  proposed  rule 
discusses  how  we  develop  “pseudo” 
single  claims,  with  the  intention  of 
using  more  appropriate  data  from  the 
available  claims.  In  some  cases,  the 
b5q)ass  process  allows  us  to  use  some 
portion  of  the  submitted  claim  for  cost 
estimation  purposes,  while  the 
remaining  information  on  the  claim 
continues  to  be  unusable.  Consistent 
with  the  goal  of  using  appropriate 
information  in  our  data  development 
process,  we  only  use  claims  (or  portions 
of  each  claim)  that  are  appropriate  for 
ratesetting  purposes.  Ultimately,  we 
were  able  to  use  for  CY  2010  ratesetting 
some  portion  of  95  percent  of  the  CY  • 


2008  claims  containing  services  payable 
under  the  OPPS. 

The  proposed  APC  relative  weights 
and  payments  for  CY  2010  in  Addenda 
A  and  B  to  this  proposed  rule  were 
calculated  using  claims  from  CY  2008 
that  were  processed  before  January  1, 
2009,  and  continue  to  be  based  on  the 
median  hospital  costs  for  services  in  the 
APC  groups.  We  selected  claims  for 
services  paid  under  the  OPPS  and 
matched  these  claims  to  the  most  recent 
cost  report  filed  by  the  individual 
hospitals  represented  in  our  claims  data. 
We  continue  to  believe  that  it  is 
appropriate  to  use  the  most  current  full 
calendar  year  claims  data  and  the  most 
recently  submitted  cost  reports  to 
calculate  the  median  costs  which  we  are 
proposing  to  convert  to  relative  payment 
weights  for  purposes  of  calculating  the 
CY  2010  payment  rates. 

b.  Proposed  Use  of  Single  and  Multiple 
Procedure  Claims 

For  CY  2010,  in  general,  we  are 
proposing  to  continue  to  use  single 
procedure  claims  to  set  the  medians  on 
which  the  APC  relative  payment 
weights  would  be  based,  with  some 
exceptions  as  discussed  below  in  this 
section.  We  generally  use  single 
procedure  claims  to  set  the  median  costs 
for  APCs  because  we  believe  that  the 
OPPS  relative  weights  on  which 
payment  rates  are  based  should  be 
derived  from  the  costs  of  furnishing  one 
procedure  and  because,  in  memy 
circumstances,  we  are  unable  to  ensure 
that  packaged  costs  can  be  appropriately 
allocated  across  multiple  procedvues 
performed  on  the  same  date  of  service. 

We  agree  that,  optimally,  it  is 
desirable  to  use  the  data  from  as  many 
claims  as  possible  to  recalibrate  the  APC 
relative  pajmient  weights,  including 
those  claims  for  multiple  procedures.  As 
we  have  for  several  years,  we  continued 
to  use  date  of  service  stratification  and 
a  list  of  codes  to  be  bypassed  to  convert 
multiple  procedure  claims  to  “pseudo” 
single  procedure  claims.  Through 
bypassing  specified  codes  that  we 
believe  do  not  have  significant  packaged 
costs,  we  are  able  to  use  more  data  frnm 
multiple  procedure  claims.  In  many 
cases,  this  enables  us  to  create  multiple 
“pseudo”  single  claims  from  claims  that 
were  submitted  as  multiple  procedure 
claims  that  contained  numerous 
separately  paid  procedures  reported  on 
the  Scune  date  on  one  claim.  We  refer  to 
these  newly  created  single  procedure 
claims  as  “pseudo”  single  claims.  The 
history  of  our  use  of  a  bypass  list  to 
generate  “pseudo”  single  claims  is  well 
documented,  most  recently  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68512  through 


35240 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


68519).  In  addition,  for  CY  2008,  we 
increased  packaging  and  created  the 
first  composite  APCs.  This  also 
increased  the  number  of  bills  that  we 
were  able  to  use  for  median  calculation 
by  enabling  us  to  use  claims  that 
contained  multiple  major  procedures 
that  previously  would  not  have  been 
usable.  Further,  for  CY  2009,  we 
expanded  the  composite  APC  model  to 
one  additional  clinical  area,  multiple 
imaging  services  (73  FR  68559  through 
68569).  We  refer  readers  to  section 
II.A.2.e.  of  this  proposed  rule  for 
discussion  of  the  use  of  claims  to 
establish  median  costs  for  composite 
APCs. 

We  are  proposing  to  continue  to  apply 
these  processes  to  enable  us  to  use  as 
much  claims  data  as  possible  for 
ratesetting  for  the  CY  2010  OPPS.  This 
process  enabled  us  to  create,  for  this 
proposed  rule,  approximately  61  million 
“pseudo”  single  claims,  including 
multiple  imaging  composite  “single 
session”  bills  (we  refer  readers  to 
section  II.A.2.e.(5)  of  this  proposed  rule 
for  further  discussion),  to  add  to  the 
approximately  30  million  “natural” 
single  bills.  For  this  proposed  rule, 
“pseudo”  single  and  “single  session” 
procedure  bills  represent  67  percent  of 
cdl  single  bills  used  to  calculate  median 
costs. 

For  CY  2010,  we  are  proposing  to 
bypass  438  HCPCS  codes  for  CY  2010 
that  are  identified  in  Table  1  of  this 
proposed  rule.  Since  the  inception  of 
the  bypass  list,  we  have  calculated  the 
percent  of  “natutcd”  single  bills  that 
contained  packaging  for  each  HCPCS 
code  and  the  amount  of  packaging  in 
each  “natural”  single  bill  for  each  code. 
We  have  generally  retained  the  codes  on 
the  previous  year’s  bypass  list  emd  used 
the  update  year’s  data  (for  CY  2010,  data 
available  for  the  February  2009  APC 
Panel  meeting  from  CY  2008  claims 
processed  through  September  30,  2008) 
to  determine  whether  it  would  be 
appropriate  to  propose  to  add  additional 
codes  to  the  previous  year’s  bypass  list. 
For  CY  2010,  we  are  proposing  to 
continue  to  bypass  all  of  the  HCPCS 
codes  on  the  CY  2009  OPPS  bypass  list. 
We  also  are  proposing  to  add  to  the 
bypass  list  for  CY  2010  all  HCPCS  codes 
not  on  the  CY  2009  bypass  list  that, 
using  both  CY  2009  final  rule  and 
February  2009  APC  Panel  data,  meet  the 
same  previously  established  empirical 
criteria  for  the  bypass  list  that  are 
summarized  below.  The  entire  list 
proposed  for  CY  2010  (including  the 
codes  that  remain  on  the  bypass  list 
from  prior  years)  is  open  to  public 
comment.  We  assume  that  the 
representation  of  packaging  in  the 
“natural”  single  claims  for  any  given 


code  is  comparable  to  packaging  for  that 
code  in  the  multiple  claims.  The 
proposed  criteria  for  the  bypass  list  are: 

•  There  are  100  or  more  “natural” 
single  claims  for  the  code.  This  number 
of  single  claims  ensures  that  observed 
outcomes  are  sufficiently  representative 
of  packaging  that  might  occur  in  the 
multiple  claims. 

•  Five  percent  or  fewer  of  the 
“natural”  single  claims  for  the  code 
have  packaged  costs  oh  that  single  claim 
for  the  code.  This  criterion  results  in 
limiting  the  amount  of  packaging  being 
redistributed  to  the  separately  payable 
procedure  remaining  on  the  claim  after 
the  bypass  code  is  removed  and  ensures 
that  the  costs  associated  with  the  bypass 
code  represent  the  cost  of  the  bypassed 
service. 

•  The  median  cost  of  packaging 
observed  in  the  “natural”  single  claims 
is  equal  to  or  less  than  $50.  This  limits 
the  amount  of  error  in  redistributed 
costs. 

•  The  code  is  not  a  code  for  an 
unlisted  service. 

In  addition,  we  are  proposing  to 
continue  to  include  on  the  bypass  list 
HCPCS  codes  that  CMS  medical 
advisors  believe  have  minimal 
associated  packaging  based  on  their 
clinical  assessment  of  the  complete  CY 
2010  OPPS  proposal.  Some  of  these 
codes  were  identified  by  CMS  medical 
advisors  and  some  were  identified  in 
prior  years  by  commenters  with 
specialized  Imowledge  of  the  services 
that  they  requested  be  added  to  the 
bypass  list.  We  also  are  proposing  to 
continue  to  include  on  the  bypass  list 
certain  HCPCS  codes  in  order  to 
purposefully  direct  the  assignment  of 
packaged  costs  where  codes  always 
appear  together  and  there  would 
otherwise  be  few  single  claims  available 
for  ratesetting.  For  example,  we  have 
previously  discussed  our  reasoning  for 
adding  HCPCS  code  G0390  (Trauma 
response  team  associate  with  hospital 
critical  care  service)  and  the  CPT  codes 
for  additional  hours  of  drug 
administration  to  the  bypass  list  (73  FR 
68513  and  71  FR  68117  through  68118). 

As  a  result  of  the  multiple  imaging 
composite  APCs  that  we  established  in 
CY  2009,  we  note  that  the  program  logic 
for  creating  “pseudo”  singles  from 
bypassed  codes  that  are  also  members  of 
multiple  imaging  composite  APCs 
changed.  When  creating  the  set  of 
“pseudo”  single  claims,  claims  that 
contain  “overlap  bypass  codes,”  that  is, 
those  HCPCS  codes  that  are  both  on  the 
bypass  list  and  are  members  of  the 
multiple  imaging  composite  APCs,  were 
identified  first.  These  HCPCS  codes 
were  then  processed  to  create  multiple 
imaging  composite  “single  session” 


bills,  that  is,  claims  containing  HCPCS 
codes  from  only  one  imaging  family, 
thus  suppressing  the  initial  use  of  these 
codes  as  bypass  codes.  However,  these 
“overlap  bypass  codes”  were  retained 
on  the  bypass  list  because,  at  the  end  of 
the  “pseudo”  single  processing  logic, 
we  reassessed  the  claims  without 
suppression  of  the  “overlap  bypass 
codes”  under  our  longstanding 
“pseudo”  single  process  to  determine 
whether  we  could  convert  additional 
claims  to  “pseudo”  single  claims.  (We 
refer  readers  to  section  II.A.2.b.  of  this 
proposed  rule  for  further  discussion  of 
the  treatment  of  “overlap  bypass 
codes.”)  This  process  also  created 
multiple  imaging  composite  “single 
session”  bills  that  could  be  used  for 
calculating  composite  APC  median 
costs.  “Overlap  bypass  codes”  that  are 
members  of  the  proposed  multiple 
imaging  composite  APCs  are  identified 
by  asterisks  (*)  in  Table  1  below. 

At  the  February  2009  APC  Panel 
Meeting,  the  APC  Panel  recommended 
that  CMS  place  CPT  code  76098 
(Radiological  examination,  surgical 
specimen)  on  the  bypass  list  and 
reassign  the  code  to  APC  0260  (Level  I 
Plain  Film  Except  Teeth)  in  response  to 
a  public  presentation  requesting  that 
CMS  makes  these  changes.  Although 
CPT  code  76098  would  not  be  eligible 
for  addition  to  the  bypass  list  because 
the  frequency  and  magnitude  of 
packaged  costs  in  its  “natural”  single 
claims  exceed  the  empirical  criteria,  the 
presenter  suggested  that  the  “natural” 
single  claims  represented  aberrant 
billing  with  inappropriate  packaged 
services  and  pointed  out  that  the 
packaged  services  support  the  surgical 
procedures  that  commonly  are  also 
reported  on  claims  for  CPT  code  76098. 
The  presenter  suggested  that  bypassing 
CPT  code  76098  would  properly 
allocate  packaged  costs  to  surgical 
procedures  on  these  claims,  and  would 
increase  the  number  of  single  claims 
available  for  ratesetting  for  both  CPT 
code  76098  and  the  associated  surgical 
breast  procedures.  The  APC  Panel 
indicated  that  the  issues  raised  by  the 
presenter  appeared  to  be  consistent  with 
clinical  practice  and  subsequently  made 
the  recommendation  to  bypass  CPT 
code  76098  and  reassign  the  code  to 
APC  0260  based  on  its  revised  cost. 

Based  on  the  APC  Panel’s  specific 
recommendation  for  CPT  code  76098, 
we  studied  the  billing  patterns  for  the 
code  in  the  “natural”  single  and 
multiple  major  claims  in  the  CY  2008 
claims  data  available  for  the  February 
2009  APC  Panel.  The  presenter  asserted 
that  CPT  code  76098  is  commonly  billed 
with  surgical  breast  procedures  and  our 
claims  data  from  the  multiple  procedure 
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claims  confirm  this  observation. 
However,  as  noted  above,  there  are  also 
a  significant  number  of  “natxu-al”  single 
bills  in  those  data  (1,303),  and  these 
“natural”  single  claims  include 
packaged  services,  such  as  CPT  code 
19290  (Preoperative  placement  of 
needle  localization  wire,  breast)  and 
CPT  77032  code  (Mammographic 
guidance  for  needle  placement,  breast 
(e.g.,  for  wire  localization  or  for 
injection),  each  lesion,  radiological 
supervision  and  interpretation).  We 
have  received  anecdotal  information 
that  hospitals  may  place  guidance  wires 
prior  to  surgery  in  the  hospital’s 
radiology  department  and  then  examine 
the  sm-gical  specimen  in  the  radiology 
department  after  its  surgical  removal. 
This  information,  along  with  the 
number  of  observed  “natural”  single 
claims,  suggests  that  the  packaged  costs 
might  appropriately  be  associated  with 
the  radiological  examination  of  the 
breast  specimen.  Although  bypassing 
CPT  code  76098  would  allow  for  the 
creation  of  more  “pseudo”  single  claims 
for  ratesetting,  it  would  also  require  the 
assumption  that  all  packaging  on  the 
claim  would  be  correctly  assigned  to  the 
remaining  major  procedure  where  it 
exists  and  that  on  “natural”  single  bills 
no  packaging  would  be  appropriately 
associated  with  CPT  code  76098.  Given 
the  number  of  “natural”  single  bills  for 
CPT  code  76098  and  the  significant 
packaged  costs  on  these  claims,  we  are 


not  confident  that  placement  on  the 
bypass  list  is  appropriate. 

While  we  are  not  proposing  to  place 
CPT  code  76098  on  the  bypass  list,  and 
we  want  to  continue  to  provide  separate 
payment  for  this  procedure  when 
appropriate,  we  do  believe  that  CPT 
code  76098  is  generally  ancillary  and 
supportive  to  surgical  breast  procedures. 
In  CY  2008  we  established  a  group  of 
conditionally  packaged  codes,  called 
“T-packaged  codes,”  whose  payment  is 
packaged  when  one  or  more  separately 
paid  surgical  procedures  with  status 
indicator  “T”  are  provided  during  a 
hospital  encounter.  In  order  to  provide 
separate  payment  for  CPT  code  76098 
when  not  provided  with  a  separately 
payable  surgical  procedure,  and  also  to 
recognize  its  ancillary  and  supportive 
nature  when  it  accompanies  separately 
payable  procedures,  we  are  proposing  to 
conditionally  package  CPT  code  76098 
as  a  “T-packaged  code”  for  CY  2010, 
identified  with  status  indicator  “Q2”  in 
Addendum  B  to  this  proposed  rule.  As 
a  “T-packaged  code,”  CPT  code  76098 
would  receive  separate  payment  except 
where  it  appears  with  a  surgical 
procedure,  in  which  case  its  payment 
would  be  packaged.  Designating  CPT 
76098  in  this  way  allows  the  separate 
payment  to  appropriately  account  for 
the  packaged  costs  that  appear  on  the 
code’s  “natural”  single  bills,  while  also 
allowing  us  to  use  more  multiple 
procedure  claims  that  include  both  a 


surgical  procedure  and  CPT  code  76098 
to  set  the  payment  rates  for  the  related 
surgical  procedures.  The  code-specific 
median  cost  of  CPT  code  76098  is 
approximately  $346,  consistent  with  its 
CY  2009  assignment  to  APC  0317  (Level 
II  Miscellaneous  Radiology  Procediues) 
which  has  an  APC  median  cost  of 
approximately  $339.  In  contrast,  the 
median  cost  of  APC  0260,  the  APC 
reassignment  recommended  by  the  APC 
Panel,  is  much  lower  at  approximately 
$46.  Therefore,  we  are  not  accepting  the 
APC  Panel’s  recommendation  to 
reassign  CPT  code  76098.  Instead,  we 
are  proposing  to  continue  its  assignment 
to  APC  0317  for  CY  2010  in  those  cases 
where  CPT  code  76098  is  separately 
paid. 

Table  1  includes  the  proposed  list  of 
bypass  codes  for  CY  2010.  This  list 
contains  bypass  codes  that  are 
appropriate  to  claims  for  services  in  CY 
2008  and,  therefore,  includes  codes  that 
were  deleted  for  CY  2009.  We  retain 
these  deleted  bypass  codes  on  the 
bypass  list  because  these  codes  existed 
in  CY  2008,  the  year  of  our  claims  data. 
Using  these  deleted  bypass  codes  for 
bypass  purposes  allows  us  to  potentially 
create  more  “pseudo”  single  claims  for 
ratesetting  purposes.  “Overlap  bypass 
codes”  that  are  members  of  the 
proposed  multiple  imaging  composite 
APCs  are  identified  by  asterisks  (*)  in 
Table  1  below. 

BILLING  CODE  4120-01-P 
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TABLE  1.— PROPOSED  CY  2010  BYPASS  CODES  FOR  CREATING 
“PSEUDO”  SINGLE  CLAIMS  FOR  CALCULATING  MEDIAN  COSTS 


CY2009 

HCPCS 

Code 


11056 


11057 


11300 


11301 


11719 


11720 


11721 


11954 


17000 


17003 


29220 


31231 


31579 


51798 


53661 


54240 


56820 


57150 


57452 


67820 


69210 


69220 


CY  2009  Short  Descriptor 


Trim  skin  lesions,  2  to  4 


Trim  skin  lesions,  over  4 


Shave  skin  lesion 


Shave  skin  lesion 


“Overlap 

Bypass 

Codes” 


Debride  nail,  1-5 


Debride  nail,  6  or  more 


Therapy  for  contour  defects 


Destruct  premalg  lesion 


Destruct  premalg  les,  2-14 


Strapping  of  low  back 


Nasal  endoscopy,  dx 


osco 


Us  urine  capacity  measure 


Dilation  of  urethra 


Penis  stud 


Exam  of  vulva  w/scope 


Treat  vagina  infection 


Exam  of  cervix  w/sco 


Revise  eyelashes 


Remove  impacted  ear  wax 


Clean  out  mastoid  cavi 


X-ray  eye  for  foreign  bod 


70100 

X-ray  exam  of  jaw 

70110 

X-ray  exam  of  jaw 

70120 

X-ray  exam  of  mastoids 

70130 

X-ray  exam  of  mastoids 

70140 

X-ray  exam  of  facial  bones 

70150 

X-ray  exam  of  facial  bones 

70160 

X-ray  exam  of  nasal  bones 

70200 

X-ray  exam  of  eye  sockets 

70210 

X-ray  exam  of  sinuses 

70220 

X-ray  exam  of  sinuses 

70250 

X-ray  exam  of  skull 

70260 

X-ray  exam  of  skull 

70328 

X-ray  exam  of  jaw  joint 

70330 

X-ray  exam  of  jaw  joints 

Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


35243 


CY2009 

HCPCS 

Code 


70336 


70355 


70360 


70370 


70371 


70450 


70480 


70486 


70490 


70544 


70551 


71010 


71015 


71020 


71021 


71022 


71023 


71030 


71034 


71035 


71100 


71101 


71110 


71111 

71120 

71130 

71250 

72010 

72020 

72040 

72050 

72052 

72069 

72070 
72072 
72074 
72080 
72090 

-  72100 
72110 


CY  2009  Short  Descriptor 


Magnetic  image,  jaw  joint 


Panoramic  x-ray  of  jaws 


X-ray  exam  of  neck 


Throat  x-ray  &  fluorosco 


Speech  evaluation,  complex 


Ct  head/brain  w/o  dye 


Ct  orbit/ear/fossa  w/o  dye 


Ct  maxillofacial  w/o  dye 


I  Ct  soft  tissue  neck  w/o  dye 


Mr  angiography  head  w/o  dye 


Mri  brain  w/o  dye 


Chest  x-ra 


Chest  x-ra 


Chest  x-ra 


Chest  x-ray  and  fluorosco 


Chest  x-ra 


Chest  x-ray  and  fluorosco 


X-ray  exam  of  ribs 


X-ray  exam  of  ribs/chest 


X-ray  exam  of  ribs 


X-ray  exam  of  ribs/chest 


X-ray  exam  of  breastbone 


X-ray  exam  of  breastbone 


Ct  thorax  w/o  dye 


X-ray  exam  of  spine 


X-ray  exam  of  spine 


X-ray  exam  of  neck  spme 


X-ray  exam  of  neck  spine 


X-ray  exam  of  neck  spme 


X-ray  exam  of  trunk  spine 


X-ray  exam  of  thoracic  spme 


I  X-ray  exam  of  thoracic  spine 


X-ray  exam  of  thoracic  spme 


X-ray  exam  of  trunk  spme 


X-ray  exam  of  trunk  spme 


X-ray  exam  of  lower  spine 


X-ray  exam  of  lower  spine 
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CY  2009 
HCPCS 
Code 

CY  2009  Short  Descriptor 

“Overlap 

Bypass 

Codes” 

WMBSE^ 

X-ray  exam  of  lower  spine 

X-ray  exam  of  lower  spine 

Ct  neck  spine  w/o  dye 

* 

Ct  chest  spine  w/o  dye 

* 

HSEIH 

Ct  lumbar  spine  w/o  dye 

* 

Mri  neck  spine  w/o  dye 

* 

Mri  chest  spine  w/o  dye 

* 

■E3E9H 

Mri  lumbar  spine  w/o  dye 

* 

II^SEHI 

X-ray  exam  of  pelvis 

X-ray  exam  of  pelvis 

■IE3E31 

Ct  pelvis  w/o  dye 

* 

X-ray  exam  sacroiliac  joints 

X-ray  exam  of  tailbone 

lESSBi 

X-ray  exam  of  collar  bone 

X-ray  exam  of  shoulder  blade 

X-ray  exam  of  shoulder 

■eESIEH 

X-ray  exam  of  shoulder 

X-ray  exam  of  shoulders 

X-ray  exam  of  humerus 

^eseeh 

X-ray  exam  of  elbow 

■ebh 

X-ray  exam  of  elbow 

■bhh 

X-ray  exam  of  forearm 

IKIEH 

X-ray  exam  of  wrist 

■qOH 

X-ray  exam  of  wrist 

X-ray  exam  of  hand 

■Qsm 

X-ray  exam  of  hand 

IEIEH 

X-ray  exam  of  fingerfs) 

hhh 

Ct  upper  extremity  w/o  dye 

♦ 

■ESBH 

Mri  upper  extremity  w/o  dye 

* 

Mri  joint  upr  extrem  w/o  dye 

* 

■KnnB 

X-ray  exam  of  hip 

73520 

X-ray  exam  of  hips 

73540 

X-ray  exam  of  pelvis  &  hips 

73550 

73560 

X-ray  exam  of  knee,  1  or  2 

73562 

X-ray  exam  of  knee,  3 

73564 

X-ray  exam,  knee,  4  or  more 

73565 

X-ray  exam  of  knees 

73590 

•  73600 

X-ray  exam  of  ankle 

Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


35245 


35246 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


CY2009 

HCPCS 

Code 


76817 


76830 


76856 


76857 


76870 


76880 


76970 


76977 


76999 


77072 


77073 


77074 


77075 


77076 


77077 


77078 


77079 


77080 


77081 


77082 


77083 


77084 


77300 


77301 


77315 


77331 


77336 


77370 


77401 


80500 


80502 


85097 


86510 


86850 


86870 


86880 


86885 


86886 


86890 


86900 


CY  2009  Short  Descriptor 


us,  obstetric 


us,  non-ob 


Us  exam,  pelvic,  complete 


Us  exam,  pelvic,  limited 


Us  exam,  scrotum 


Us  exam,  extremi 


Ultrasoimd  exam  follow-u 


Us  bone  density  measure 


Echo  examination  procedure 


X-rays  for  bone  age 


studies 


X-rays,  bone  survey,  limited 


X-rays,  bone  survey  complete 


X-rays,  bone  survey,  infant 


Joint  survey,  single  view 


Ct  bone  densi^,  axial 


Ct  bone  density,  peripheral 


Dxa  bone  density,  axial 


Dxa  bone  density/peripheral 


Dxa  bone  density,  vert  fit 


Radio 


Magnetic  image,  bone  marrow 


Radiation  the 


Radiotherapy  dose  plan,  imrt 


Teletx  isodose  plan  complex 


Special  radiation  dosim 


Radiation  physics  consult 


Radiation  physics  consult 


Radiation  treatment  deliv 


Lab  pathology  consultation 


Lab  pathology  consultation 


Bone  marrow  interpretation 


Histoplasmosis  skin  test 


RBC  antibody  screen 


RBC  antibody  identification 


Coombs  test,  direct 


Coombs  test,  indirect,  gual 


Coombs  test,  indirect,  titer 


Autologous  blood  process 


Blood  typing,  ABO 
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CY2009 

HCPCS 

Code 


86901 


86903 


86904 


86905 


86906 


86930 


86970 


86977  . 


88104 


88106 


88107 


88108 


88112 


88160 


88161 


88162 


88172 


88173 


88182 


88184 


88185 


88300 


88302 


88304 


88305 


88307 


88311 


88312 


88313 


88314 


88321 


88323 


88325 


88331 


88342 


88346 


88347 


88348 


88358 


88360 


CY  2009  Short  Descriptor 


Blood 


Blood  typing,  antigen  screen 


Blood  typing,  patient  serum 


Blood  typing,  RBC  antigens 


Blood  typing,  Rh  phenotype 


Frozen  blood 


RBC  pretreatment 


RBC  pretreatment,  serum 


Cytopath,  concentrate  tech 


Cytopath,  cell  enhance  tech 


Cytopath  smear,  other  source 


ath  smear,  other  source 


Cytopath  smear,  other  source 


Cytopathology  eval  of  fiia 


Cytopath  eval,  fiia,  report 


Cell  mailcer  stud 


Flowcytometry/  tc,  1  marker 


Flowcytometry/tc,  add-on 


Tissue  exam  by  pathologist 


Tissue  exam  by  pathologist 


Tissue  exam  by  pathologist 


Tissue  exam  by  pathologist 


Decalcify  tissue 


Special  stains 


Special  stains 


Histochemical  stain 


Microslide  consultation 


Microslide  consultation 


Comprehensive  review  of  data 


Path  consult  intraop,  1  bloc 


Immunohistochemi 


Immunofluorescent  stud 


Immunofluorescent  stud 


Electron  microsco 


Analysis,  tumor 


Tumor  immunohistochem/manual 
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CY  2009 
HCPCS 
Code 


88361 


88365 


88367 


88368 


88399 


89049 


89230 


89240 


90472 


90474 


90761 


90766 


90767 


90770 


90771 


90775 


90801 


90802 


90804 


90805 


90806 


90807 


90808 


90809 


90810 


90811 


90812 


90816 


90818 


90826 


90845 


90846 


90847 


90853 


90857 


90862 


90899 


92002 


92004 


92012 


CY  2009  Short  Descriptor 


Tumor  immunohistochem/comput 


Insitu  hybridization  (fish 


Insitu  hybridization,  auto 


Insitu  hybridization,  manual 


rocedure 


Chet  for  mal  hyperthermia 


Collect  sweat  for  test 


Pathology  lab  procedure 


Immunization  admin,  each  add 


Immune  admin  oral/nasal  addl 


Hydrate  iv  infusion,  add-on 


Ther/proph/dg  iv  inf,  add-on 


Tx/proph/dg  addl  seq  iv  inf 


Sc  ther  infusion,  addl  hr 


Sc  ther  infusion,  reset  pum 


Tx/pro/dx  ini  new  drug  addon 


Psy  dx  interview 


Intac  psy  dx  interview 


Psytx,  office,  20-30  min 


Psytx,  off,  20-30  min  w/e&m 


Psytx,  off,  45-50  min 


Psytx,  off,  45-50  min  w/e&m 


Psytx,  office,  75-80  min 


Psytx,  off,  75-80,  w/e&m 


,  off,  20-30  min 


,  20-30,  w/e&m 


.,  off,  45-50  min 


Psytx,  hosp,  20-30  min 


Psytx,  hosp,  45-50  min 


,  hosp,  45-50  min 


Psychoanalysis 


w/o  patient 


w/patient 


Intac 


Medication  management 


Psychiatric  service/thera 


Eye  exam,  new  patient 


Eye  exam,  new  patient 


Eye  exam  established  pat 


“Overlap 

Bypass 

Codes” 


VESsasss 

IESS3SSS 
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CY  2009 
HCPCS 
Code 


92014 


92020 


92025 


92081 


92082 


92083 


92135 


92136 


92225 


92226 


92230 


92240 


92250 


92275 


92285 


92286 


92520 


92541 


92546 


92548 


92552 


92553 


92555 


92556 


92557 


92567 


92582 


92585 


92603 


92604 


92626 


92700 


93005 


93017 


93225 


93226 


93231 


93232 


93236 


93270 


CY  2009  Short  Descriptor 


Eye  exam  &  treatment 


Special  eye  evaluation 


Comeal  to 


Visual  field  examinationfs 


Visual  field  examinationfs 


Visual  field  examinationfs 


hth  dx  ima 


hthalmic  biome 


Special  eye  exam,  initial 


Special  eye  exam,  subsequent 


Eye  exam  with  photos 


Eye  exam  with  photos 


Electroretino 


eal  function  studies 


Spontaneous  nystagmus  test 


Sinusoidal  rotational  test 


Posturo 


Pme  tone  audiome 


Audiome 


Speech  threshold  audiome 


h  audiome 


Comprehensive  hearing  test 


Conditioning  play  audiom 


Auditor  evoke  potent,  compre 


Cochlear  implt  f/up  exam  7  > 


cochlear  implt  7  > 


Eval  aud  rehab  status 


Ent  procedure/service 


Electrocardio 


Cardiovascular  stress  test 


ECG  monitor/record,  24  hrs 


ECG  monitor/ 


Ecg  monitor/record,  24  hrs 


ECG  monitor/ 


ECG  monitor/report,  24  hrs 


ECG  recordin 
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CY  2009 
HCPCS 
Code 


93271 


93278 


93727 


93731 


93732 


93733 


93734 


93735 


93736 


93741 


93742 


93743 


93744 


93786 


93788 


93797 


93798 


93875 


93880 


93882 


93886 


93888 


93922 


93923 


93924 


93925 


93926 


93930 


93931 


93965 


93970 


93971 


93975 


93976 


93978 


93979 


93990 


94015 


94660 


94690 


CY  2009  Short  Descriptor 


Ecg/monitorine  and  analysis 


ECG/sienal-averaged 


Analyze  ilr  system 


Analyze  pacemaker  system 


Analyze  pacemaker  system 


acemaker 


Analyze  pacemaker  system 


Analyze  pacemaker  system 


acemaker 


Analyze  ht  pace  device  sngl 


Analyze  ht  pace  device  sngl 


Analyze  ht  pace  device  dual 


Analyze  ht  pace  device  dual 


Ambulatory  BP  recordin 


Ambulatory  BP  analysis 


Cardiac  rehab 


Cardiac  rehab/monitor 


Extracranial  stud 


Extracranial  stud 


‘Overlap 

Bypass 

Codes” 


Intracranial  stud 


Vascular  stud 


Patient  recorded  spirome 


Pos  airway  pressure,  CPAP 


Exhaled  air  analysis 
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CY  2009 
HCPCS 
Code 


95115 


95117 


95165 


95250 


95805 


95806 


95807 


95808 


95812 


95813 


95816 


95819 


95822 


95869 


95872 


95900 


95921 


95925 


95926 


95930 


95950 


95953 


95970 


95971 


95972 


95974 


95978 


96000 


96101 


96111 


96116 


96118 


96119 


96150 


96151 


96152 


96153 


96402 


96411 


96415 


CY  2009  Short  Descriptor 


Immunothera 


Immunotherapy  injections 


Antigen  therapy  services 


Glucose  monitoring,  cont 


Multiple  sleep  latency  test 


Sleep  study,  unattended 


Sleep  study,  attended 


Polysomnography,  1-3 


Eeg,  41-60  minutes  _ 


Eeg,  over  1  hour 


1133^ 


“Overlap 

Bypass 

Codes” 


Eeg,  awake  and  asle 


Muscle  test,  thor 


Muscle  test,  one  fiber  _ 


Motor  nerve  conduction  test 


Autonomic  nerv  fimction  test 


Visual  evoked  potential  test 


Ambulatory  eeg  monitorin 


EEG  monitoring/computer 


Analyze  neurostim,  no  pro 


Analyze  neurostim,  simple 


Analyze  neurostim,  complex 


Cranial  neurostim,  complex 


Analyze  neurostim  brain/ Ih 


Motion  analysis,  video/3d 


Psycho  testing  by  psych/phys 


Developmental  test,  extend 


Neurobehavioral  status  exam 


Neuropsych  tst  by  psych/phys 


Neuropsych  testing  by  tec 


Assess  hlth/behave,  init 


Assess  hlth/behave,  subs 


Intervene  hlth/behave,  mdiv 


Intervene  hlth/behave,  grou 


Chemo  hormon  antineopl  sq/im 


Chemo,  iv  push,  addl  dm 


Chemo,  iv  infusion,  addl  hr 
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CY2009 

HCPCS 

Code 

CY  2009  Short  Descriptor 

“Overlap 

Bypass 

Codes” 

96417 

Chemo  iv  infus  each  addl  seq 

96423 

Chemo  ia  infuse  each  addl  hr 

96900 

Ultraviolet  light  therapy 

96910 

Photochemotherapy  widi  UV-B 

96912 

Photochanotherapy  widi  UV-A 

96913 

Photochemotherapy,  UV-A  or  B 

96920 

Laser  tx,  skin  <  250  sq  cm 

98925 

Osteopadiic  manipulation 

98926 

Osteopathic  manipulation 

98927 

Osteopathic  manipulation 

98940 

Chiropractic  manipulation 

98941 

Chiropractic  manipulation 

98942 

Chiropractic  manipulation 

' 

99204 

Office/outpatient  visit,  new 

99212 

Office/outpatirat  visit,  est 

99213 

Office/outpatient  visit,  est 

99214 

Office/outpadent  visit,  est 

99241 

Office  consultation 

99242 

Office  consultation 

99243 

Office  consultation 

99244 

Office  consultation 

99245 

Office  consultation 

99406 

Behav  chng  smoking  3-10  min 

99407 

Bdbtav  chng  smoking  >  10  min 

0144T 

CT  heart  wo  dye;  qual  calc 

G0008 

Admin  influenza  virus  vac 

GOlOl 

C A  screempelvic/breast  exam 

G0127 

Trim  nail(s) 

G0130 

Single  energy  x-ray  study 

G0166 

Extml  counterpulse,  per  tx 

G0175 

OPPS  Savice,sched  team  conf 

G0249 

Provide  INR  test  mater/equip 

<30340 

Robt  lin-radsurg  fractx  2-5 

G0344 

Initial  preventive  exam 

C30365 

Vessel  mapping  hemo  access 

C30367 

EKG  tracing  for  initial  prev 

C30376 

Smoke/tobacco  counseling  >10 

G0389 

Ultrasound  exam  AAA  screen 

G0390 

Trauma  Respons  w/hosp  criti 

MQQ64 

Visit  for  drug  monitoring 

00091 

Obtaining  screen  pap  smear 

BILUNG  CODE  412(M)1-C 

c.  Proposed  Calculation  of  CCRs 
(1)  Development  of  the  CCRs 

We  calculated  hospital-specific 
overall  ancillary  CCRs  and  hospital- 
specific  departmental  CCRs  for  each 


hospital  for  which  we  had  CY  2008 
claims  data  firom  the  most  recent 
available  hospital  cost  reports,  in  most 
cases,  cost  reports  beginning  in  CY 
2007.  For  the  CY  2010  OPPS  proposed 
rates,  we  used  the  set  of  claims 
processed  dining  CY  2008.  We  applied 


the  hospital-specific  CCR  to  the 
hospital’s  charges  at  the  most  detailed 
level  possible,  based  on  a  revenue  code- 
to-cost  center  crosswalk  that  contains  a 
hierarchy  of  CCRs  used  to  estimate  costs 
from  charges  for  each  revenue  code. 
That  crosswalk  is  available  for  review 
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and  continuous  comment  on  the  CMS 
Web  site  at: 

http://www.cms.hhs.gov/HospitaI 
Outpatien  tPPS/ 03 _ 
crosswalk.aspttTopOfPage.  We 
calculated  CCRs  for  the  standard  and 
nonstandard  cost  centers  accepted  by 
the  electronic  cost  report  database.  In 
general,  the  most  detailed  level  at  which 
we  calculated  CCRs  was  the  hospital- 
specific  departmental  level.  For  a 
discussion  of  the  hospital-specific 
overall  ancillary  CCR  calculation,  we 
refer  readers  to  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
67983  through  67985). 

For  CY  2010,  we  are  proposing  to 
continue  using  the  hospital-specific 
overall  ancillary  and  departmental  CCRs 
to  convert  charges  on  the  claims 
reported  under  specific  revenue  codes 
to  estimated  costs  through  application 
of  a  revenue  code-to-cost  center 
crosswalk. 

(2)  Charge  Compression 

Since  the  implementation  of  the 
OPPS,  some  commenters  have  raised 
concerns  about  potential  bias  in  the 
OPPS  cost-based  weights  due  to  “charge 
compression,”  which  is  the  practice  of 
applying  a  lower  charge  markup  to 
higher-cost  services  and  a  higher  charge 
markup  to  lower-cost  services.  We 
discuss  our  CCR  calculation  in  section 
II.A.l.c.  of  this  proposed  rule  and  how 
we  use  these  CCRs  to  estimate  cost  on 
hospital  outpatient  claims  in  detail  in 
section  II.A.2.a.  of  this  proposed  rule. 

As  a  result,  the  cost-based  weights 
incorporate  aggregation  bias, 
undervaluing  high  cost  items  and 
overvaluing  low  cost  items  when  an 
estimate  of  average  markup,  embodied 
in  a  single  CCR,  is  applied  to  items  of 
widely  varying  costs  in  the  same  cost 
center.  Commenters  expressed  increased 
concern  about  the  impact  of  charge 
compression  when  CMS  began  setting 
the  relative  weights  for  payment  under 
the  IPPS  based  on  the  costs  of  inpatient 
hospital  services,  rather  than  the 
charges  for  the  services. 

To  explore  this  issue,  in  August  2006 
we  awarded  a  contract  to  RTI 
International  (RTI)  to  study  the  effects  of 
charge  compression  in  calculating  the 
IPPS  relative  weights,  particularly  with 
regard  to  the  impact  on  inpatient 
diagnosis-related  group  (DRG) 
payments,  and  to  consider  methods  to 
capture  better  the  variation  in  cost  and 
charges  for  individual  services  when 
calculating  costs  for  the  IPPS  relative 
weights  across  services  in  the  same  cost 
center.  Of  specific  note  was  RTFs 
analysis  of  a  regression-based 
methodology  estimating  an  average 
adjustment  for  CCR  by  type  of  revenue 


code  from  an  observed  relationship 
between  provider  cost  center  CCRs  emd 
proportional  billing  of  high  and  low  cost 
services  in  the  revenue  codes  associated 
with  the  cost  center  in  the  claims  data. 
RTI  issued  a  report  in  March  2007  with 
its  findings  on  charge  compression.  The 
report  is  available  on  the  CMS  Web  site 
at:  http://www.cms.hhs.gov/reports/ 
downloads/Dalton. pdf.  Although  this 
report  was  focused  largely  on  charge 
compression  in  the  context  of  the  IPPS 
cost-based  relative  weights,  several  of 
the  findings  were  relevant  to  the  OPPS. 
Therefore,  we  discussed  the  findings 
and  our  responses  to  that  report  in  the 
CY  2008  OPPS/ASC  proposed  rule  (72 
FR  42641  through  42643)  and  reiterated 
them  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66599 
through  66602). 

RTI  noted  in  its  2007  report  that  its 
research  was  limited  to  IPPS  DRC  cost- 
based  weights  and  that  it  did  not 
examine  potential  areas  of  charge 
compression  specific  to  hospital 
outpatient  services.  We  were  concerned 
that  the  analysis  was  too  limited  in 
scope  because  typically  hospital  cost 
report  CCRs  encompass  both  inpatient 
and  outpatient  services  for  each  cost 
center.  Further,  because  both  the  IPPS 
and  OPPS  rely  on  cost-based  weights, 
we  preferred  to  introduce  any 
methodological  adjustments  to  both 
payment  systems  at  the  same  time.  We 
believe  that  because  charge  compression 
affects  the  cost  estimates  for  services 
paid  under  both  IPPS  and  OPPS  in  the 
same  way,  it  is  appropriate  that  we 
would  use  the  same  or,  at  least,  similar 
approaches  to  address  the  issue.  Finally, 
we  noted  that  we  wished  to  assess  the 
educational  activities  being  undertaken 
by  the  hospital  community  to  improve 
cost  reporting  accuracy  in  response  to 
RTFs  findings,  either  as  an  adjunct  to  or 
in  lieu  of  regression-based  adjustments 
to  CCRs. 

We  expanded  RTFs  analysis  of  charge 
compression  to  incorporate  outpatient 
services.  In  August  2007,  we  again 
contracted  with  RTI.  Under  this 
contract,  we  asked  RTI  to  evaluate  the 
cost  estimation  process  for  the  OPPS 
relative  weights.  This  research  included 
a  reassessment  of  the  regression-based 
CCR  models  using  hospital  outpatient 
and  inpatient  charge  data,  as  well  as  a 
detailed  review  of  the  OPPS  revenue 
code-to-cost  center  crosswalk  and  the 
OPPS’  hospital-specific  CCR 
methodology.  In  evaluating  cost-based 
estimation,  in  general,  the  results  of 
RTFs  analyses  impact  both  the  OPPS 
APC  relative  weights  and  the  IPPS  MS- 
DRG  (Medicare-Severity)  relative 
weights.  The  RTI  final  report  can  be 
found  on  RTFs;  Web  site  ai:  http:// 


www.rti.org/reports/cms/HHSM-500- 

2005-0029l/PDF/Refining_Cost 

_to_Charge_Ratios_200807_Final.pdf. 

For  a  complete  discussion  of  the  RTI 
recommendations,  public  comments, 
and  our  responses,  we  refer  readers  to 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68519  through 
68527). 

In  the  FY  2009  IPPS  final  rule,  we 
finalized  our  proposal  for  both  the  OPPS 
and  IPPS  to  add  one  cost  center  to  the 
cost  report  so  that,  in  general,  the  costs 
and  charges  for  relatively  inexpensive 
medical  supplies  would  be  reported 
separately  from  the  costs  and  charges  for 
more  expensive  implantable  devices 
(such  as  pacemakers  and  other 
implantable  devices).  Specifically,  we 
said  that  we  would  create  one  cost 
center  for  “Medical  Supplies  Charged  to 
Patients”  and  one  cost  center 
“Implantable  Devices  Charged  to 
Patients.”  This  change  ultimately  will 
split  the  current  CCR  for  Medical 
Supplies  and  Equipment  into  one  CCR 
for  medical  supplies  and  another  CCR 
for  implantable  devices.  In  response  to 
the  majority  of  commenters  on  the 
proposal  set  forth  in  the  FY  2009  IPPS 
proposed  rule,  we  finalized  a  definition 
of  the  Implantable  Devices  Charged  to 
Patients  cost  center  as  capturing  the 
costs  and  charges  billed  with  the 
following  UB-04  revenue  codes:  0275 
(Pacemaker),  0276  (Intraocular  lens), 
0278  (Other  implants),  and  0624  (FDA 
investigational  devices).  This  change  to 
the  cost  report  form  will  be  made  and 
will  be  reflected  in  cost  reports  for  cost 
reporting  periods  beginning  in  the 
spring  of  2009.  Because  there  is 
generally  a  3-year  lag  between  the 
availability  of  cost  report  data  for  IPPS 
and  OPPS  ratesetting  purposes  in  a 
given  calendar  year,  we  believe  we  will 
be  able  to  use  data  from  the  revised  cost 
report  form  to  estimate  costs  from 
charges  associated  with  UB-04  revenue 
codes  0275,  0276,  0278,  and  0624  for 
implantable  devices  in  order  to  more 
accurately  estimate  the  costs  of  device- 
related  procedures  for  the  CY  2013 
OPPS  relative  weights.  For  a  complete 
discussion  of  the  proposal,  public 
comments,  and  our  responses,  we  refer 
readers  to  the  FY2009  IPPS  final  rule 
(73  FR  48458  through  48467). 

For  the  CY  2009  OPPS/ASC  proposed 
rule,  we  made  a  similar  proposal  for 
drugs,  proposing  to  split  the  Drugs 
Charged  to  Patients  cost  center  into  two 
cost  centers:  One  for  drugs  with  high 
pharmacy  overhead  costs  and  one  for 
drugs  with  low  pharmacy  overhead 
costs  (73  FR  41492).  We  noted  that  we 
expected  that  CCRs  from  the  proposed 
new  cost  centers  would  be  available  in 
2  to  3  years  to  refine  OPPS  drug  cost 
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estimates  by  accounting  for  differential 
hospital  markup  practices  for  drugs 
with  high  and  low  pharmacy  overhead 
costs.  However,  after  consideration  of 
the  public  comments  received  and  the 
APC  Panel  recommendations,  we  did 
not  finalize  our  proposal  to  split  the 
single  stemdard  Drugs  Charged  to 
Patients  cost  center  into  two  cost 
centers,  and  instead  indicated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68659)  that  we 
would  continue  to  explore  other 
potential  approaches  to  improve  our 
drug  cost  estimation  methodology. 
Unlike  implantable  devices,  we  do  not 
currently  have  a  policy  to  address 
charge  compression  in  our  cost 
estimation  for  expensive  drugs  and 
biologicals.  In  section  V.B.3.of  this 
proposed  rule,  we  are  proposing  an 
adjustment  to  om  cost  estimation 
methodology  for  drugs  and  biologicals 
in  CY  2010  to  address  charge 
compression  by  proposing  to  shift  a 
portion  of  the  pharmacy  overhead  cost 
associated  with  packaged  drugs  and 
biologicals  from  those  packaged  drugs 
and  biologicals  to  sep^ately  payable 
drugs  and  biologicals;  proposing 
payment  for  separately  payable  drugs 
and  biologicals  at  ASP  +4  percent;  and 
proposing  a  proportional  reduction  in 
the  total  amount  of  pharmacy  overhead 
cost  associated  with  packaged  drugs  and 
biologicals  prior  to  our  estimating  the 
total  resource  costs  of  individual  OPPS 
services. 

Finally,  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period,  we 
indicated  that  we  would  be  making 
some  OPPS-specific  changes  in  response 
to  the  RTI  report  recommendations. 

With  regard  to  modifying  the  cost 
reporting  preparation  software  in  order 
to  impose  fixed  descriptions  for 
nonstcmdard  cost  centers,  we  indicated 
that  the  change  would  be  made  for  the 
next  release  of  the  cost  report  software. 
We  anticipate  that  these  changes  will  be 
made  to  the  cost  reporting  software  in 
CY  2010  and  will  act  as  a  quality  check 
for  hospitals  to  review  their  choice  of 
nonstandard  cost  center  code  to  ensure 
that  the  reporting  of  nonstandard  cost 
centers  is  accmate,  while  not 
significantly  increasing  provider 
burden.  In  addition  to  improving  the 
reporting  mechanism  for  the 
nonstandard  cost  centers,  we  indicated 
in  the  CY  2009  final  rule  with  comment 
period  that  we  also  planned  to  add  the 
new  nonstandard  cost  centers  for 
Cardiac  Rehabilitation,  Hyperbaric 
Oxygen  Therapy,  and  Lithotripsy.  We 
expect  that  changes  to  add  these 
nonstandard  cost  centers  will  be 
proposed  for  cost  reports  beginning  in 


CY  2011  as  part  of  a  larger  effort  to 
update  the  Medicare  cost  report.  We 
noted  in  the  FY  2009  IPPS  final  rule  (73 
FR  48467  through  48468)  that  we  are 
updating  the  cost  report  form  to 
eliminate  outdated  requirements,  in 
conjunction  with  the  Paperwork 
Reduction  Act,  and  that  we  planned  to 
propose  actual  changes  to  the  cost 
reporting  form,  the  attending  cost 
reporting  software,  and  the  cost  report 
instructions  in  Chapter  36  of  the  PRM- 
II.  We  believe  that  improved  cost  report 
software,  the  incorporation  of  new 
nonstandard  cost  centers,  and 
elimination  of  outdated  requirements 
will  improve  the  accuracy  of  the  cost 
data  contained  in  the  electronic  cost 
report  data  files  and,  therefore^  the 
accuracy  of  our  cost  estimation 
processes  for  the  OPPS  relative  weights. 
As  has  been  described  above,  CMS  has 
taken  steps  to  address  charge 
compression  in  the  IPPS  and  OPPS,  and 
continues  to  examine  ways  in  which  it 
can  improve  the  accuracy  of  its  cost 
estimation  process. 

2.  Proposed  Data  Development  Process 
and  Calculation  of  Median  Costs 

In  this  section  of  this  proposed  rule, 
we  discuss  the  use  of  claims  to  calculate 
the  proposed  OPPS  payment  rates  for 
CY  2010.  The  hospital  OPPS  page  on  the 
CMS  Web  site  on  which  this  proposed 
rule  is  posted  provides  an  accounting  of 
claims  used  in  the  development  of  the 
proposed  pajment  rates  at:  http:// 
www.cms.hhs.gov/ 

HospitalOutpatientPPS.  The  accounting 
of  claims  used  in  the  development  of 
this  proposed  rule  is  included  on  the 
Weh  site  under  supplemental  materials 
for  the  CY  2010  proposed  rule.  That 
accoimting  provides  additional  detail 
regarding  the  number  of  claims  derived 
at  each  stage  of  the  process.  In  addition, 
below  in  this  section  we  discuss  the  file 
of  claims  that  comprise  the  data  set  that 
is  available  for  purchase  under  a  CMS 
data  use  agreement.  Oiur  CMS  Web  site, 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS,  includes 
information  about  purchasing  the 
“OPPS  Limited  Data  Set,”  which  will 
now  include  the  additional  variables 
previously  available  only  in  the  OPPS 
Identifiable  Data  Set,  including  ICD-9- 
CM  diagnosis  codes  and  revenue  code 
payment  amounts.  This  file  is  derived 
ft’om  the  CY  2008  claims  that  were  used 
to  calculate  the  proposed  payment  rates 
for  the  CY2010  OPPS. 

We  used  the  following  methodology 
to  establish  the  relative  weights  used  in 
calculating  the  proposed  OPPS  payment 
rates  for  CY  2010  shown  in  Addenda  A 
and  B  to  this  proposed  rule. 


a.  Claims  Preparation 

We  used  the  CY  2008  hospital 
outpatient  claims  processed  before 
January  1,  2009  to  calculate  the  median 
costs  of  APCs,  which  in  turn  are  used 
to  set  the  proposed  relative  weights  for 
CY  2010.  To  begin  the  calculation  of  the 
relative  weights  for  CY  2010,  we  pulled 
all  claims  for  outpatient  services 
furnished  in  CY  2008  firom  the  national 
claims  history  file.  This  is  not  the 
population  of  claims  paid  under  the 
OPPS,  but  all  outpatient  claims 
(including,  for  example,  critical  access 
hospital  (CAH)  claims  and  hospital 
claims  for  clinical  laboratory  services 
for  persons  who  are  neither  inpatients 
nor  outpatients  of  the  hospital). 

We  then  excluded  claims  with 
condition  codes  04,  20,  21,  and  77. 

These  are  claims  that  providers 
submitted  to  Medicare  knowing  that  no 
payment  would  be  made.  For  example, 
providers  submit  claims  with  a 
condition  code  21  to  elicit  an  official 
denial  notice  from  Medicare  and 
document  that  a  service  is  not  covered. 
We  then  excluded  claims  for  services 
furnished  in  Maryland,  Guam,  the  U.S. 
Virgin  Islands,  American  Samoa,  and 
the  Northern  Mariana  Islands  because 
hospitals  in  those  geographic  areas  are 
not  paid  under  the  OPPS. 

We  divided  the  remaining  claims  into 
the  three  groups  shown  below.  Groups 
2  and  3  comprise  the  100  million  claims 
that  contain  hospital  bill  types  paid 
under  the  OPPS. 

1.  Claims  that  were  not  bill  types  12X, 
13X  (hospital  bill  types),  14X 
(laboratory  specimen  bill  types),  or  76X 
(CMHC  bill  types).  Other  bill  types  are 
not  paid  under  the  OPPS  and,  therefore, 
these  claims  were  not  used  to  set  OPPS 
payment. 

2.  Claims  that  were  bill  types  12X, 

13X  or  14X.  Claims  with  bill  types  12X 
and  13X  are  hospital  outpatient  claims. 
Claims  with  bill  type  14X  are  laboratory 
specimen  claims,  of  which  we  use  a 
subset  for  the  limited  number  of 
services  in  these  claims  that  are  paid 
imder  the  OPPS. 

3.  Claims  that  were  bill  type  76X 
(CMHC).  (These  claims  are  later 
combined  with  any  claims  in  item  2 
above  with  a  condition  code  41  to  set 
the  per  diem  partial  hospitalization 
rates  determined  through  a  separate 
process.) 

To  convert  charges  on  the  claims  to 
estimated  cost,  we  needed  to  multiply 
those  charges  by  the  CCR  associated 
with  each  revenue  code  as  discussed  in 
section  II.A.l.c.(l)  of  this  proposed  rule. 
For  the  CCR  calculation  process,  we  ’ 
used  the  same  general  approach  that  we 
used  in  developing  the  final  APC  rates 
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for  CY  2007,  using  the  revised  CCR  .. 
calculation  which  excluded  the  costs  of 
paramedical  education  programs  and 
weighted  the  outpatient  charges  by  the 
volume  of  outpatient  services  furnished 
by  the  hospital.  We  refer  readers  to  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period  for  more  information 
(71  FR  67983  throng  67985).  We  first 
limited  the  population  of  cost  reports  to 
only  those  for  hospitals  that  filed 
outpatient  claims  in  CY  2008  before 
determining  whether  the  CCRs  for  such 
hospitals  were  valid. 

We  then  calculated  the  CCRs  for  each 
cost  center  and  the  overall  ancillary 
CCR  for  each  hospital  for  which  we  had 
claims  data.  We  did  this  using  hospital- 
specific  data  from  the  Hospital  Cost 
Report  Information  System.  We  used  the 
most  recent  available  cost  report  data,  in 
j  most  cases,  cost  reports  beginning  in  CY 
I  2007.  For  this  proposed  rule,  we  used 
the  most  recently  submitted  cost  reports 
to  calculate  the  CCRs  to  be  used  to 
I  calculate  median  costs  for  the  proposed 
I  CY  2010  OPPS  payment  rates.  If  the 
'  most  recent  available  cost  report  was 

I  submitted  but  not  settled,  we  looked  at 
the  last  settled  cost  report  to  determine 
the  ratio  of  submitted  to  settled  cost 
i  using  the  overall  ancillary  CCR,  and  we 
I  then  adjusted  the  most  recent  available 
submitted  but  not  settled  cost  report 
using  that  ratio.  We  calculated  both  an 
overall  ancillary  CCR  and  cost  center- 
specific  CCRs  for  each  hospital.  We 
used  the  overall  ancillary  CCR 
■  referenced  in  section  II.A.l.c.(l)  of  this 
proposed  rule  for  all  purposes  that 
require  use  of  an  overall  ancillary  CCR. 

We  then  flagged  CAH  claims,  which 
are  not  paid  under  the  OPPS,  and  claims 
I  from  hospitals  with  invalid  CCRs.  The 
'  latter  included  claims  fi’om  hospitals 
without  a  CCR;  those  fi'om  hospitals 

I 

i 


peiid  an  all-inclusive  rate;  those  from 
hospitals  with  obviously  erroneous 
CCRs  (greater  than  90  or  less  than 
.0001);  and  those  from  hospitals  with 
overall  ancillary  CCRs  that  were 
identified  as  outliers  (3  standard 
deviations  from  the  geometric  mean 
after  removing  error  CCRs).  In  addition, 
we  trimmed  the  CCRs  at  the  cost  center 
(that  is,  departmental)  level  by  removing 
the  CCRs  for  each  cost  center  as  outliers 
if  they  exceeded  ±3  standard  deviations 
from  the  geometric  mean.  We  used  a 
four-tiered  hierarchy  of  cost  center 
CCRs,  the  revenue  code-to-cost  center 
crosswalk,  to  match  a  cost  center  to 
every  possible  revenue  code  appearing 
in  the  outpatient  claims  that  is  relevant 
to  OPPS  services,  with  the  top  tier  being 
the  most  common  cost  center  and  the 
last  tier  being  the  default  CCR.  If  a 
hospital’s  cost  center  CCR  was  deleted 
by  trimming,  we  set  the  CCR  for  that 
cost  center  to  “missing”  so  that  another 
cost  center  CCR  in  the  revenue  center 
hierarchy  could  apply.  If  no  other  cost 
center  CCR  could  apply  to  the  revenue 
code  on  the  claim,  we  used  the 
hospital’s  overall  ancillary  CCR  for  the 
revenue  code  in  question.  For  example, 
if  a  visit  was  reported  under  the  clinic 
revenue  code  but  the  hospital  did  not 
have  a  clinic  cost  center,  we  mapped  the 
hospital-specific  overall  ancillary  CCR 
to  the  clinic  revenue  code.  The  revenue 
code-to-cost  center  crosswalk  is 
available  for  inspection  and  comment 
on  the  CMS  Web  site:  http:// 
www.cms.hhs.gov/ 

HospitalOutpatientPPS.  Revenue  codes 
not  used  to  set  medians  or  to  model 
impacts  are  identified  with  an  “N”  in 
the  revenue  code-to-cost  center 
crosswalk. 

We  are  proposing  to  update  the 
revenue  code-to-cost  center  crosswalk  to 


more  accurately  reflect  the  current  use 
of  revenue  codes.  We  indicated  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68531)  that  we 
intended  to  assess  the  National  Uniform 
Billing  Committee  (NUBC)  revenue 
codes  to  determine  whether  any  changes 
to  the  list  of  packaged  revenue  codes 
should  be  proposed  for  the  CY  2010 
OPPS.  We  expanded  this  evaluation  to 
review  all  revenue  codes  in  the  revenue 
code-to-cost  center  crosswalk  that  we 
have  used  for  OPPS  ratesetting  purposes 
in  recent  years  against  the  CY  2008 
NUBC  definitions  of  revenue  codes  in 
place  for  CY  2008.  As  a  result  of  that 
review  we  are  proposing  to  revise  the 
revenue  code-to-cost  center  crosswalk  as 
described  in  Table  2  below  to  update 
the  revenue  codes  for  which  we  would 
estimate  costs  on  each  claim  and 
incorporate  the  costs  for  those  revenue 
codes  into  APC  median  cost  estimates. 

In  Table  2,  Column  A  provides  the  2008 
revenue  code  and  description.  Column 
B  indicates  whether  the  charges 
reported  with  the  revenue  code  would 
be  converted  to  cost  and  incorporated 
into  median  cost  estimates  for  CY  2010. 
Column  C  indicates  whether  the  charges 
-  reported  with  the  revenue  code  were 
converted  to  cost  and  incorporated  into 
median  cost  estimates  for  the  CY  2009 
OPPS.  In  both  columns,  a  “Y”  indicates 
that  the  charges  would  be  converted  to 
cost  in  CY  2010  (or  were  converted  for 
CY  2009),  and  an  “N”  indicates  that 
charges  reported  under  the  revenue 
code  would  not  be  converted  to  cost  and 
incorporated  into  median  cost  estimates. 
Finally,  Column  D  provides  our 
rationale  for  the  proposed  CY  2010 
change. 

BILLING  CODE  41 20-01 -P 
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TABLE  2.— PROPOSED  CHANGES  TO  CY  2010  OPPS  REVENUE 
CODES  INCLUDED  IN  THE  REVENUE  CODE-TO-COST  CENTER 

CROSSWALK 


A 

B 

C 

D 

Proposed 

CY2009 

CY2010 

Inclusion 

Inclusion  in 

in 

Median 

Median 

2008  Revenue  Code  and 

Cost 

Cost 

Rationale  for  Proposed 

Description 

Estimates 

Estimates 

CY  2010  Change 

0290  —  Durable  Medical 

Fniiinment  fOther  than 

N 

Y 

We  are  proposing  to  not  consider  charges  reported 

Renal);  General 
classification 

0292  —  Durable  Medical 
Equipment  (Other  than 
Ren^);  Purchase  of  New 
DME 


0392  -  Administration, 
Processing  and  Stor^e  for 
Blood  and  Blood 
Components;  Processing 
and  Storage 


under  revenue  codes  0290  and  0292  for  OPPS 
ratesetting  because  we  believe  that  these  charges  are 
not  for  items  for  which  payment  may  be  made  under 
the  OPPS.  Only  implantable  DME  is  paid  under  the 
OPPS  and  we  believe  that  implantable  DME  is 
reported  as  a  supply  or  implant  under  revenue  code 
0270, 0278,  or  0279. 
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2008  Revenue  Code  and 
Description 


0520  —  Free-Standing 
Clinic;  General 
Classification 

0523  —  Free-Standing 
Clinic:  Family  Practice 
Clinic 

0524  —  Free-Standing 
Clinic ;  Visit  by 
RHC/FQHC  practitioner  to 
a  Member  in  a  covered  Part 
A  Stay  at  SNF 

0525  -  Free-Standing 
Clinic;  Visit  by 
RHC/FQHC  practitioner  to 
a  Member  in  a  SNF  (not  in 
a  Covered  Part  A  Stay)  or 
NF,  ICFMR  or  Other 
Residential  Facility 

0527  —  Free-Standing 
Clinic  Visiting  Nurse 
Service(s)  to  a  Member’s 
Home  when  in  a  Home 
Health  Shortage  Area 

0528  —  Free-Standing  ' 
Clinic  RHC/FQHC  visit  to 
other  non  RHC/FQHC  site 

0529  -  Other  Free- 
Standing  Clinic 


Proposed 

CY  2009 

CY2010 

Inclusion 

Inclusion  in 

in 

Median 

Median 

Cost 

Cost 

Estimates 

Estimates 

N 

Y 

for  0520, 
0523, 
0526  and 

0529; 

Missing 
for  0524, 

0525, 

0527 

Rationale  for  Proposed 
CY  2010  Change 


We  are  proposing  to  not  consider  charges  reported 
under  revenue  codes  0520, 0523,  0524, 0525, 0527, 
and  0529  for  purposes  of  OPPS  ratesetting  because 
we  do  not  believe  that  services  that  would  be 
reported  under  these  revenue  codes  would  be  paid 
under  the  OPPS.  To  be  paid  under  the  OPPS, 
therapeutic  services  must  be  furnished  directly  by  a 
hospital  or  under  arrangements  with  the  hospital,  and 
all  must  be  furnished  in  the  hospital  or  a  provider- 
based  department  of  the  hospital.  A  freestanding 
clinic  or  RHC  is  not  a  hospital  or  a  provider-based 
department  of  a  hospital.  An  FQHC  may,  under  rare 
circumstances,  be  a  provider-based  department  of  a 
hospital  if  it  meets  the  requirements  in  §413.65(n), 
but  covered  FQHC  services  furnished  by  an  FQHC 
that  is  a  provider-based  department  of  a  hospital  are 
not  paid  under  the  OPPS. 

We  are  also  proposing  to  add  revenue  codes  0524, 
0525,  and  0527,  which  are  now  omitted  from  the 
crosswalk,  to  the  crosswalk  because  they  are  valid 
revenue  codes.  We  believe  the  crosswalk  should 
reflect  the  existence  of  these  revenue  codes  in  the 
data,  but  we  would  not  consider  their  charges  for 
OPPS  ratesetting  because,  as  noted  above,  we  do  not 
believe  that  services  that  would  be  reported  under 
these  revenue  codes  would  be  paid  under  the  OPPS. 


If:; 


m 
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2008  Revenue  Code  and 

Pc^vi’ipuOE 


0560  --  Home  Health 
(HH)-Medical  Social 
Services;  General 
Classification 


Rationale  for  Proposed 
CY2010  Cr  r,r-3 


0561  -  Home  Health  (HH) 
Medical  Social  Services; 
Visit  Charge 

0562  -  Home  Health  (HH) 
Medical  Social  Services; 
Hourly  Charge 

0569  -  Home  Health  (HH) 
Medical  Social  Services; 
Other  HH-Aide 


We  are  proposing  to  not  consider  charges  reported 
under  revenue  codes  0560, 0561, 0562  and  0569 
because  to  be  paid  under  the  OPPS,  therapeutic 
services  must  be  furnished  directly  by  a  hospital  or 
under  arrangements  with  the  hospital,  and  all  must  be 
furnished  in  the  hospital  or  a  provider-based 
department  of  the  hospital.  Home  health  care  is 
ftunished  in  a  home  and,  therefore,  does  not  meet  the 
criteria  for  payment  under  the  OPPS. 


0623  -  Medical  Surgical 
Supplies  -  Extension  of 
027X;  Surgical  Dressings 


We  are  proposing  to  consider  charges  reported  under 
revenue  code  0623  because  we  believe  that  these 
charges  may  be  associated  with  surgical  dressings 
applied  during  procedures  for  which  payment  is 
made  under  the  OPPS  and  should  be  allowed  for 
purp)oses  of  ratesetting. 
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2008  Revenue  Code  and 
Description 


0660  —  Respite  Care; 
General  Classification 

0661  -  Respite  Care; 
Hourly  Charge  Nursing 


0662  -  Respite  Care; 
Hourly 

Charge/ Aide/Homemaker/ 
Companion 

0663  -  Respite  Care  Daily 
Respite  Charge 

0669  -  Respite  Care  Other 
Respite  Care 


Rationale  for  Proposed 
CY  2010  Change 


We  are  proposing  to  add  previously  omitted  revenue 
codes  0660, 0661, 0662, 0663,  and  0669  to  the 
crosswalk,  but  to  not  consider  charges  reported  under 
these  revenue  codes  for  OPPS  ratesetting.  We  do  not 
believe  that  respite  care  services  would  meet  the 
requirements  for  payment  under  the  OPPS.  We  are 
proposing  to  add  these  revenue  codes  to  the 
crosswalk  to  reflect  the  existence  of  these  codes  in 
the  data.  However,  we  would  not  consider  charges 
reported  under  these  codes  for  ratesetting  because  we 
do  not  believe  that  services  reported  under  these 
revenue  codes  would  be  paid  under  the  OPPS  and. 
therefore,  we  believe  the  charges  would  be 
inappropriate  for  use  in  OPPS  ratesetting. 
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B 

C 

D 

2008  Revenue  Code  and 
Description 

Proposed 
CY2010 
Inclusion  in 
Median 
Cost 

Estimates 

CY2009 

Inclusion 

in 

Median 

Cost 

Estimates 

Rationale  for  Proposed 

CY  2010  Change 

0709  -  Cast  Room; 
RESERVED 

0719  ~  Recovery  Room; 
RESERVED 

N 

Y 

We  are  proposing  to  not  consider  charges  under 
revenue  codes  0709, 0719, 0749, 0759, 0779, 0799, 
and  0910  for  OPPS  ratesetting  because  no  charges 
should  be  reported  under  a  revenue  code  that  is 
reserved. 

0749  -  EEC 

(Electroencephalogram); 

RESERVED 

0759  -  Gastro-Intestinal 
(GI)  Services;  RESERVED 

0779  -  Preventive  Care 
Services;  RESERVED 

0799  -  Extra-Corporeal 
Shock  Wave  Therapy 
(Formerly  Lithotripsy); 
RESERVED 

091 0  -  Behavioral  Health 
Treatments/Services  - 
Extension  of 090X; 
RESERVED  (Use  090  for 
General  Classification) 

% 

0931  -  Medical 
Rehabilitation  Day 
■Program;  Half  Day 

0932  -  Medical 
Rehabilitation  Day 

Program;  Full  Day 

N 

Missing 

We  are  proposing  to  add  previously  omitted  revenue 
codes  0931  and  0932  to  the  crosswalk  to  reflect  their 
existence  in  the  NUBC  dataset.  However,  we  would 
not  consider  charges  reported  using  these  revenue 
codes  for  ratesetting  because  the  NUBC  rules 
prohibit  hospitals  from  reporting  charges  under  these 
revenue  codes. 
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A 

B 

C 

D 

2008  Revenue  Code  and 
Description 

Proposed 
CY2010 
Inclusion  in 
Median 
Cost 

Estimates 

CY2009 

Inclusion 

in 

Median 

Cost 

Estimates 

Rationale  for  Proposed 

CY  2010  Cligr.gc 

0948  —  Other  Therapeutic 
Services  (also  see  095x,  an 
extension  of  094x); 
Pulmonary  Rehabilitation 

Y 

Missing 

We  are  proposing  to  consider  charges  reported  under 
revenue  code  0948  for  purposes  of  OPPS  ratesetting. 
Through  our  assessment  of  the  NUBC  revenue  code 
definitions,  we  believe  that  hospitals  report  charges 
for  services  paid  under  the  OPre  under  revenue  code 
0948. 

BILLING  CODE  4120-01-C 

Also,  as  a  result  of  our  comprehensive 
review  of  the  revenue  codes  included  in 
the  revenue  code-to-cost  center 
crosswalk,  we  are  proposing  to  add 
revenue  codes  to  the  hierarchy  of 
primary,  secondary,  and  tertiary 
hospital  cost  report  cost  centers  that 
result  in  the  departmental  CCRs  that  we 


use  to  estimate  cost  from  charges  for 
some  revenue  codes  or  to  revise  the 
applicable  cost  centers  -associated  with 
a  given  revenue  code.  Table  below  lists 
the  revenue  codes  for  which  we  are 
proposing  changes  to  the  revenue  code- 
to-cost  center  crosswalk  and  ovu 
rationale  for  each  proposed  change. 


With  the  exception  of  revenue  code 
0942  (Other  Therapeutic  Services; 
Education/Training),  the  revenue  codes 
for  which  we  are  proposing  changes  to 
the  designated  departmental  CCRs  are 
those  identified  in  our  comprehensive 
review  that  are  also  listed  above  in 
Table  2. 


Table  3— Proposed  Changes  to  CY  2010  OPPS  Hierarchy  of  Cost  Centers  in  the  Revenue  Code-to-Cost 

Center  Crosswalk 


2008  Revenue  code  and  description 


Rationale  for  proposed  CY  2010  change 


0392 — Administration,  Processing  and  Storage 
for  Blood  and  Blood  Components:  Processing 
and  Storage. 


0623 — Medical  Surgical  Supplies — Extension  of 
027X:  Surgical  Dressings. 


0931 — Medical  Rehabilitation  Day  Program; 
Half  Day. 


We  are  proposing  to  crosswalk  charges  under  revenue  code  0392  to  cost  center  4700  (Blood 
Storing,  Processing,  &  Transfusing)  because  we  believe  that  cost  center  4700  is  the  most 
likely  departmental  cost  center  to  which  hospitals  would  assign  the  costs  of  blood  proc¬ 
essing  and  storage.  We  are  proposing  no  secondary  or  tertiary  cost  centers  because  we  be¬ 
lieve  that  no  other  departmental  cost  centers  are  appropriate. 

We  are  proposing  to  crosswalk  the  charges  reported  under  revenue  code  0623  to  cost  center 
5500  (Medical  Supplies  Charged  to  Patients)  as  the  primary  cost  center  because  we  believe 
that  the  costs  associated  with  the  charges  for  surgical  dressings  are  most  likely  to  be  as¬ 
signed  by  hospitals  to  cost  center  5500.  We  are  proposing  no  secondary  or  tertiary  cost 
centers  because  we  believe  that  no  other  departmental  cost  centers  are  appropriate. 

We  are  proposing  to  crosswalk  charges  reported  under  revenue  codes  0931  and  0932  to  cost 
center  6000  (Clinic)  as  the  primary  cost  center.  We  are  proposing  no  secondary  or  tertiary 
cost  centers  because  we  believe  that  no  other  departmental  cost  centers  are  appropriate. 


0932 — Medical  Rehabilitation  Day  Program;  Full 
Day 

0942 — Other  Therapeutic  Services  (also  see 
095x,  an  extension  of  094x):  Educ/T raining. 


0948 — Other  Therapeutic  Services  (also  see 
095x,  an  extension  of  094x):  Pulmonary  Re¬ 
habilitation. 


We  are  proposing  to  crosswalk  the  charges  under  revenue  code  0942  to  cost  center  6000 
(Clinic)  as  the  primary  cost  center.  Currently,  the  charges  under  revenue  code  0942  are 
crosswalked  to  the  overall  ancillary  CCR.  We  believe  that  cost  center  6000  is  a  more  appro¬ 
priate  primary  cost  center.  We  are  proposing  no  secondary  or  tertiary  cost  centers  because 
we  believe  that  no  other  departmental  cost  centers  are  appropriate. 

We  are  proposing  to  crosswalk  the  charges  under  revenue  code  0948  to  cost  center  4900 
(Respiratory  Therapy)  as  primary  and  to  cost  center  6000  (Clinic)  as  secondary  because  we 
believe  that  hospitals  are  most  likely  to  assign  the  costs  of  these  services  to  these  cost  cen¬ 
ters.  We  are  proposing  no  tertiary  cost  center. 


Having  revised  the  revenue  code-to- 
cost  center  crosswalk,  we  then 
converted  the  charges  to  costs  on  each 
claim  by  applying  the  CCR  that  we 
believed  was  best  suited  to  the  revenue 
code  indicated  on  the  line  with  the 


charge.  One  exception  to  this  general 
methodology  for  converting  charges  to 
costs  on  each  claim  is  the  calculation  of 
median  blood  costs,  as  discussed  in 
section  II.A.2.d.(2)  of  this  proposed  rule. 


Thus,  we  applied  CCRs  as  described 
above  to  claims  with  bill  type  12X,  13X, 
or  14X,  excluding  all  claims  from  CAHs 
and  hospitals  in  Maryland,  Guam,  the 
U.S.  Virgin  Islands,  American  Samoa, 
and  the  Northern  Mariana  Islands  and 
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claims  from  all  hospitals  for  which 
CCRs  were  flagged  as  invalid. 

We  identifiM  claims  with  condition 
code  41  as  partial  hospitalization 
services  of  hospitals  and  moved  them  to 
another  file.  These  claims  were 
combined  with  the  76X  claims 
identified  previously  to  calculate  the 
partial  hospitalization  per  diem  rates. 

We  note  that  the  separate  file  containing 
partial  hospitalization  claims  is 
included  in  the  files  that  are  available 
for  pmchase  as  discussed  above. 

We  then  excluded  claims  without  a 
HCPCS  code.  We  moved  to  another  file 
claims  that  contained  nothing  but 
influenza  and  pneumococcal 
pneumonia  (PPV)  vaccines.  Influenza 
and  PPV  vaccines  are  paid  at  reasonable 
cost  and,  therefore,  these  claims  are  not 
used  to  set  OPPS  rates. 

We  next  copied  line-item  costs  for 
drugs,  blood,  and  brachytherapy  sources 
(the  lines  stay  on  the  claim,  but  are 
copied  onto  another  file)  to  a  separate 
file.  No  claims  were  deleted  when  we 
copied  these  lines  onto  another  file. 
These  line-items  are  used  to  calculate  a 
per  unit  mean  and  median  cost  and  a 
per  day  mean  and  mediem  cost  for 
drugs,  therapeutic  radiopharmaceutical 
agents,  and  brachytherapy  sources,  as 
well  as  other  information  used  to  set 
payment  rates,  such  as  a  imit-to-day 
ratio  for  drugs. 

To  implement  our  proposal  to 
redistribute  some  portion  of  total  cost 
for  packaged  drugs  and  biologicals  to 
separately  payable  drugs  and  biologicals 
as  acquisition  and  pharmacy  overhead 
and  handling  costs  discussed  in  section 
V.B.3.  of  this  proposed  rule,  we  used  the 
line-item  cost  data  for  drugs  and 
biologicals  for  which  we  had  a  HCPCS 
code  with  ASP  pricing  information  to 
calculate  the  ASP+X  values  first  for  all 
drugs  and  biologicals,  and  then  for 
separately  payable  drugs  and  biologicals 
and  for  packaged  drugs  and  biologicals, 
respectively,  by  taking  the  ratio  of  total 
claim  cost  for  each  group  relative  to 
total  ASP  dollars  (per  unit  of  each  drug 
or  biological  HCPCS  code’s  April  2009 
ASP  amount  multiplied  by  total  units 
for  each  drug  or  biological  in  the  CY 
2008  claims  data).  These  values  are 
ASP+13  percent,  ASP  -  2  percent,  and 
ASP+247  percent,  respectively.  As  we 
discuss  in  greater  detail  in  section 
V.B.3.  of  this  proposed  rule,  we  believe 
that  between  one-third  and  one-half  of 
the  total  cost  in  our  claims  data  in 
excess  of  ASP  dollars  for  packaged 
drugs  and  biologicals,  about  $150 
million,  is  currently  allocated  to 
packaged  drugs  and  biologicals  due  to 
the  combined  effects  of  charge 
compression  and  our  choice  of  a  drug 
packaging  threshold  but  should  instead 


be  allocated  to  separately  payable  drugs 
and  biologicals  as  acquisition  and 
pharmacy  overhead  and  handling  cost. 
The  $150  million  is  between  one-third 
and  one-half  of  the  difference  of  $395 
million  between  the  total  cost  of 
packaged  drugs  and  biologicals  in  our 
CY  2008  claims  data  ($555  million)  and 
ASP  dollars  for  the  same  drugs  and 
biologicals  ($160  million).  Removing 
$150  million  in  pharmacy  overhead  cost 
from  packaged  drugs  and  biologicals 
reduces  the  $555  million  to  $405 
million,  a  27  percent  reduction.  To 
implement  om  CY  2010  proposal  to 
redistribute  $150  million  in  claim  cost 
from  packaged  drugs  and  biologicals  to 
sepcirately  payable  drugs  and 
biologicals,  we  multiplied  the  cost  of 
each  packaged  drug  or  biological  with  a 
HCPCS  code  and  ASP  pricing 
information  in  our  CY  2008  claims  data 
by  0.73.  We  also  added  the  redistributed 
$150  million  to  the  total  cost  of 
separately  payable  drugs  and  biologicals 
in  ovu  CY  2008  claims  data,  which 
increased  the  relationship  between  the 
total  cost  for  separately  payable  drugs 
and  biologicals  cmd  ASP  dollars  for  the 
same  drugs  and  biologicals  to  ASP+4 
percent. 

For  CY  2010,  we  added  an  additional 
trim  in  our  claims  preparation  to 
remove  line-items  that  were  not  paid 
during  claim  processing,  presumably  for 
a  line-item  rejection  or  denial.  The 
number  of  edits  for  valid  OPPS  payment 
in  the  Integrated  Outpatient  Code  Editor 
(I/OCE)  and  elsewhere  has  grown 
significcmtly  in  the  past  few  years, 
especially  with  the  implementation  of 
the  full  spectrum  of  National  Correct 
Coding  Initiative  (NCCI)  edits.  To 
ensure  that  we  are  using  valid  claims 
that  represent  the  cost  of  payable 
services  to  set  payment  rates,  we 
removed  line-items  with  an  OPPS  status 
indicator  for  the  claim  year  (CY  2008) 
and  a  status  indicator  of  “S,”  “T,”  “V,” 
or  “X”  when  separately  paid  under  the 
proposed  CY  2010  payment  system. 

This  logic  preserves  charges  for  services 
that  would  not  have  been  paid  in  the 
claim  year  but  for  which  some  estimate 
of  cost  is  needed  for  the  prospective 
year,  such  as  services  newly  proposed  to 
come  off  the  inpatient  list  for  CY  2010 
which  were  assigned  status  indicator 
“C”  in  the  claim  year. 

Using  February  2009  APC  Panel  data, 
we  estimate  that  the  impact  of  removing 
line-items  with  valid  status  indicators 
that  received  no  CY  2008  payment  was 
limited  to  approximately  1.4  percent  of 
all  line-items  for  separately  paid 
services.  This  additional  trim  reduced 
the  number  of  single  bills  available  for 
ratesetting  by  1.5  percent.  For 
approximately  92  percent  of  procedural 


APCs,  we  observed  a  change  in  the  APC 
median  cost  of  less  than  1  percent.  A 
handful  of  APCs  experienced  greater 
changes  in  median  cost.  For  example, 
APC  0618  (Trauma  Response  with 
Critical  Care)  experienced  declines  in 
both  the  number  of  single  bills  used  to 
set  the  median  cost  and  the  estimated 
median  cost  itself.  This  occurred 
because  the  I/OCE  has  an  edit  to  ensure 
that  HCPCS  code  G0390  (Trauma 
response  team  activation  associated 
with  hospital  critical  care  service), 
which  is  assigned  to  APC  0618,  receives 
payment  only  when  one  unit  of  G0390 
appears  with  both  a  revenue  code  in  the 
68x  series  and  CPT  code  99291  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
first  30-74  minutes)  on  the  claim  for  the 
same  date  of  service,  as  described  in  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68134).  If  the  1/ 
OCE  criteria  are  not  met,  HCPCS  code 
G0390  is  not  separately  paid,  and  we 
found  that  a  number  of  CY2008  claims 
including  HCPCS  code  G0390  did  not 
meet  the  criteria  for  payment.  On  the 
other  hand,  a  few  APCs  had  greater 
estimated  median  costs  and  greater 
numbers  of  single  bills  as  a  result  of  this 
additional  trim,  presumably  because 
removing  lines  from  the  claim  allowed 
us  to  identify  more  single  bills.  We 
believe  that  removing  lines  with  valid 
status  indicators  that  were  edited  and 
not  paid  dvuing  claims  processing 
increases  the  acciuacy  of  the  single  bills 
used  to  determine  the  APC  median  costs 
for  ratesetting. 

b.  Splitting  Claims  and  Creation  of 
“Pseudo”  Single  Claims 

(1)  Splitting  Claims 

We  then  split  the  remaining  claims 
into  five  groups:  single  majors,  multiple 
majors,  single  minors,  multiple  minors, 
and  other  claims.  (Specific  definitions 
of  these  groups  follow  below.)  We  are 
proposing  to  continue  our  current 
policy  of  defining  major  procedures  as 
any  HCPCS  code  having  a  status 
indicator  of  “S,”  “T,”  “V,”  or  “X,” 
defining  minor  procedures  as  any  code 
having  a  status  indicator  of  “F,”  “G,” 
“H,”  “K,”  "L,”  “R,”  “U,”  or  “N,’;  and 
classifying  “other”  procedures  as  any 
code  having  a  status  indicator  other 
than  one  that  we  have  classified  as 
major  or  minor.  For  CY  2010,  we  are 
proposing  to  continue  assigning  status 
indicator  “R”  to  blood  emd  blood 
products;  status  indicator  “U”  to 
brachytherapy  sources;  status  indicator 
“Ql”  to  all  “STVX-packaged  codes”; 
status  indicator  “Q2”  to  dl  “T-packaged 
codes”;  and  status  indicator  “Q3”  to  all 
codes  that  may  be  paid  through  a 
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composite  APC  based  on  composite- 
specific  criteria  or  paid  separately 
through  single  code  APCs  when  the 
criteria  are  not  met.  As  discussed  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68709),  we 
established  status  indicators  “Ql,” 

“Q2,”  and  “Q3”  to  facilitate 
identification  of  the  different  categories 
of  codes.  We  are  proposing  to  treat  these 
codes  in  the  same  manner  for  data 
purposes  for  CY  2010  as  we  have  treated 
them  since  CY  2008.  Specifically,  we 
are  proposing  to  continue  to  evaluate 
whether  the  criteria  for  separate 
payment  of  codes  with  status  indicator 
“Ql”  or  “Q2”  are  met  in  determining 
whether  they  are  treated  as  major  or 
minor  codes.  As  discussed  earlier  in  this 
section,  because  we  are  proposing  to 
treat  CPT  code  76098  as  conditionally 
packaged,  this  logic  now  includes  the 
addition  of  CPT  code  76098  as  a  “Q2” 
code.  Codes  with  status  indicator  “Ql” 
or  “Q2”  are  carried  through  the  data 
either  with  status  indicator  “N”  as 
packaged  or,  if  they  meet  the  criteria  for 
separate  payment,  they  are  given  the 
status  indicator  of  the  APC  to  which 
they  are  assigned  and  are  considered  as 
“pseudo”  single  major  codes.  Codes 
assigned  status  indicator  “Q3”  are  paid 
under  individual  APCs  unless  they 
occur  in  the  combinations  that  qualify 
for  payment  as  composite  APCs  and, 
therefore,  they  carry  the  status  indicator 
of  the  individual  APC  to  which  they  are 
assigned  through  the  data  process  and 
are  treated  as  major  codes  during  both 
the  split  and  “pseudo”  single  creation 
process.  The  calculation  of  the  median 
costs  for  composite  APCs  from  multiple 
major  claims  is  discussed  in  section 
lI.A.2.e.  of  this  proposed  rule. 

Specifically,  we  divided  the 
remaining  claims  into  the  following  five 
groups: 

1.  Single  Major  Claims:  Claims  with  a 
single  separately  payable  procedure 
(that  is,  status  indicator  “S,”  “T,”  “V,” 
or  “X,”  which  includes  codes  with 
status  indicator  “Q3”);  claims  with  one 
unit  of  a  status  indicator  “Ql”  code 
(“STVX-packaged”)  where  there  was  no 
code  with  status  indicator  “S,”  “T,” 

“V,”  or  “X”  on  the  same  claim  on  the 
same  date;  or  claims  with  one  unit  of  a 
status  indicator  “Q2”  code  (“T- 
packaged”)  where  there  was  no  code 
with  a  status  indicator  “T”  on  the  same 
claim  on  the  same  date. 

2.  Multiple  Major  Claims:  Claims  with 
more  than  one  separately  payable 
procedure  (that  is,  status  indicator  “S,” 
“T,”  “V,”  or  “X,”  which  includes  codes 
with  status  indicator  “Q3”),  or  multiple 
units  of  one  payable  procedure.  These 
claims  include  those  codes  with  a  status 
indicator  “Q2”  code  (“T-packaged”) 


where  there  was  no  procedure  with  a 
status  indicator  “T”  on  the  same  claim 
on  the  same  date  of  service  but  where 
there  was  another  separately  paid 
procedure  on  the  same  claim  with  the 
same  date  of  service  (that  is,  another 
code  with  status  indicator  “S,”  “V,”  or 
“X”).  We  also  include  in  this  set  claims 
that  contained  one  unit  of  one  code 
when  the  bilateral  modifier  was 
appended  to  the  code  and  the  code  was 
conditionally  or  independently 
bilateral.  In  these  cases,  the  claims 
represented  more  than  one  unit  of  the 
service  described  by  the  code, 
notwithstanding  that  only  one  unit  was 
billed. 

3.  Single  Minor  Claims:  Claims  with  a 
single  HCPCS  code  that  was  assigned 
status  indicator  “F,”  “G,”  “H,”  “K,” 

“L,”  “R,”  “U,”  or  “N”  and  not  status 
indicator  “Ql”  (“STVX-packaged”)  or 
status  indicator  “Q2”  (“T-packaged”) 
code. 

4.  Multiple  Minor  Claims:  Claims  with 
multiple  HCPCS  codes  that  are  assigned 
status  indicator  “F,”  “G,”  “H,”  “K,” 

“L,”  “R,”  “U,”  or  “N;”  claims  that 
contain  more  than  one  code  with  status 
indicator  “Ql”  (“STVX-packaged”)  or 
more  than  one  unit  of  a  code  with  status 
indicator  “Ql”  but  no  codes  with  status 
indicator  “S,”  “T,”  “V,”  or  “X”  on  the 
same  date  of  service;  or  claims  that 
contain  more  than  one  code  with  status 
indicator  “Q2”  (T-packaged),  or  “Q2” 
and  “Ql,”  or  more  than  one  unit  of  a 
code  with  status  indicator  “Q2”  but  no 
code  with  status  indicator  “T”  on  the 
same  date  of  service. 

5.  Non-OPPS  Claims:  Claims  that 
contain  no  services  payable  under  the 
OPPS  (that  is,  all  status  indicators  other 
than  those  listed  for  major  or  minor 
status).  These  claims  were  excluded 
from  the  files  used  for  tfie  OPPS.  Non- 
OPPS  claims  have  codes  paid  under 
other  fee  schedules,  for  example, 
durable  medical  equipment  or  clinical 
laboratory  tests,  and  do  not  contain  a 
code  for  a  separately  payable  or 
packaged  OPPS  service.  Non-OPPS 
claims  include  claims  for  therapy 
services  paid  sometimes  under  the 
OPPS  but  billed,  in  these  non-OPPS 
cases,  with  revenue  codes  indicating 
that  the  therapy  services  would  be  paid 
under  the  Medicare  Physician  Fee 
Schedule  (MPFS). 

The  claims  listed  in  numbers  1,  2,  3, 
and  4  above  are  included  in  the  data  file 
that  can  be  pmchased  as  described 
above.  Claims  that  contain  codes  to 
which  we  have  assigned  status 
indicators  “Ql”  (“STVX-packaged”) 
and  “Q2”  (“T-packaged”)  appear  in  the 
data  for  the  single  major  file,  the 
multiple  major  file,  and  the  multiple 
minor  file  used  in  this  proposed  rule. 


Claims  that  contain  codes  to  which  we 
have  assigned  status  indicator  “Q3” 
(composite  APC  members)  appear  in  the 
data  of  both  the  single  and  multiple 
major  files  used  in  this  proposed  rule, 
depending  on  the  specific  composite 
calculation. 

(2)  Creation  of  “Pseudo”  Single  Claims 

To  develop  “pseudo”  single  claims 
for  this  proposed  rule,  we  examined 
both  the  multiple  major  claims  and  the 
multiple  minor  claims.  We  first 
examined  the  multiple  major  claims  for 
dates  of  service  to  determine  if  we  could 
break  them  into  “pseudo”  single 
procedure  claims  using  the  dates  of 
service  for  all  lines  on  the  claim.  If  we 
could  create  claims  with  single  major 
procedures  by  using  dates  of  service,  we 
created  a  single  procedure  claim  record 
for  each  separately  payable  procedure 
on  a  different  date  of  service  (that  is,  a 
“pseudo”  single). 

We  also  used  the  bypass  codes  listed 
earlier  in  Table  1  and  discussed  in 
section  II.A.l.b.  of  this  proposed  rule  to 
remove  separately  payable  procedures 
that  we  determined  contained  limited  or 
no  packaged  costs  or  that  were 
otherwise  suitable  for  inclusion  on  the 
bypass  list  from  a  multiple  procedme 
bill.  As  discussed  above,  we  ignore  the 
“overlap  bypass  codes,”  that  is,  those 
HCPCS  codes  that  are  both  on  the 
bypass  list  and  are  rqembers  of  the 
multiple  imaging  composite  APCs,  in 
this  initial  assessment  for  “pseudo” 
singly  claims.  The  proposed  CY  2010 
“overlap  bypass  codes”  are  listed  in 
Table  1  in  section  II.A.l.b.  of  this 
proposed  rule.  When  one  of  the  two 
separately  payable  procedures  on  a 
multiple  procedure  claim  was  on  the 
bypass  list,  we  split  the  claim  into  two 
“pseudo”  single  procedure  claim 
records.  The  single  procedure  claim 
record  that  contained  the  bypass  code 
did  not  retain  packaged  services.  The 
single  procedure  claim  record  that 
contained  the  other  separately  payable 
procedure  (but  no  bypass  code)  retained 
the  packaged  revenue  code  charges  and 
the  packaged  HCPCS  code  charges.  We 
also  removed  lines  that  contained 
multiple  units  of  codes  on  the  bypass 
list  and  treated  them  as  “pseudo”  single 
claims  by  dividing  the  cost  for  the 
multiple  units  by  the  number  of  units 
on  the  line.  Where  one  unit  of  a  single, 
separately  payable  procedure  code 
remained  on  the  claim  after  removal  of 
the  multiple  units  of  the  bypass  code, 
we  created  a  “pseudo”  single  claim 
from  that  residual  claim  record,  which 
retained  the  costs  of  packaged  revenue 
codes  and  packaged  HCPCS  codes.  This 
'  enabled  us  to  use  claims  that  would 
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otherwise  be  multiple  procedure  claims 
and  could  not  be  used. 

We  then  assessed  the  claims  to 
determine  if  the  criteria  for  the  multiple 
imaging  composite  APCs,  discussed  in 
section  II.A.2.e.(5)  of  this  proposed  rule, 
were  met.  Where  the  criteria  for  the 
imaging  composite  APCs  were  met,  we 
created  a  “single  session”  claim  for  the 
applicable  imaging  composite  service 
and  determined  whether  we  could  use 
the  claim  in  ratesetting.  For  HCPCS 
codes  that  are  both  conditionally 
packaged  and  are  members  of  a  multiple 
imaging  composite  APC,  we  first 
assessed  whether  the  code  would  be 
packaged  and  if  so,  the  code  ceased  to 
be  available  for  further  assessment  as 
part  of  the  composite  APC.  Because  the 
packaged  code  would  not  be  a 
separately  payable  procedure,  we 
considered  it  to  be  unavailable  for  use 
in  setting  the  composite  APC  median 
cost.  Having  identified  “single  session” 
claims  for  the  imaging  composite  APCs, 
we  reassessed  the  claim  to  determine  if, 
after  removal  of  all  lines  for  bypass 
codes,  including  the  “overlap  bypass 
codes,”  a  single  unit  of  a  single 
separately  payable  code  remained  on 
the  claim.  If  so,  we  attributed  the 
packaged  costs  on  the  claim  to  the 
single  unit  of  the  single  remaining 
separately  payable  code  other  than  the 
bypass  code  to  create  a  “pseudo”  single 
claim.  We  also  identified  line  items  of 
overlap  bypass  codes  as  a  “pseudo” 
single  claim.  This  allowed  us  to  use 
more  claims  data  for  ratesetting 
purposes  for  this  proposed  rule. 

We  also  examined  the  multiple  minor 
claims  to  determine  whether  we  could 
create  “pseudo”  single  procedure 
claims.  Specifically,  where  the  claim 
contained  multiple  codes  with  status 
indicator  “Ql”  (“STVX-packaged”)  on 
the  same  date  of  service  or  contained 
multiple  units  of  a  single  code  with 
status  indicator  “Ql,”  we  selected  the 
status  indicator  “Ql”  HCPCS  code  that 
had  the  highest  CY  2008  relative  weight, 
set  the  units  to  one  on  that  HCPCS  code 
to  reflect  our  policy  of  paying  only  one 
unit  of  a  code  with  a  status  indicator  of 
”Ql.”  We  then  packaged  all  costs  for  the 
following  into  a  single  cost  for  the  “Ql” 
HCPCS  code  that  had  the  highest  CY 
2008  relative  weight  to  create  a 
“pseudo”  single  claim  for  that  code: 
Additional  units  of  the  status  indicator 
“Ql”  HCPCS  code  with  the  highest  CY 
2008  relative  weight;  other  codes  with 
status  indicator  “Ql;”  and  all  other 
packaged  HCPCS  codes  and  packaged 
revenue  code  costs.  We  changed  the 
status  indicator  for  selected  codes  from 
the  data  status  indicator  of  “N”  to  the 
status  indicator  of  the  APC  to  which  the 
selected  procedure  was  assigned  for 


further  data  processing  and  considered 
this  claim  as  a  major  procedure  claim. 

We  used  this  claim  in  the  calculation  of 
the  APC  median  cost  for  the  status 
indicator  “Ql”  HCPCS  code. 

Similarly,  where  a  multiple  minor 
claim  contained  multiple  codes  with 
status  indicator  “Q2”  (“T-packaged”)  or 
multiple  units  of  a  single  code  with 
status  indicator  “Q2,”  we  selected  the 
status  indicator  “Q2”  HCPCS  code  that 
had  the  highest  CY  2008  relative  weight, 
set  the  units  to  one  on  that  HCPCS  code 
to  reflect  oiur  policy  of  paying  only  one 
unit  of  a  code  with  a  status  indicator  of 
”Q2.”  We  then  packaged  all  costs  for  the 
following  into  a  single  cost  for  the  “Q2” 
HCPCS  code  that  had  the  highest  CY 
2008  relative  weight  to  create  a 
“pseudo”  single  claim  for  that  code: 
Additional  units  of  the  status  indicator 
“Q2”  HCPCS  code  with  the  highest  CY 
2008  relative  weight;  other  codes  with 
status  indicator  “Q2”;  and  other 
packaged  HCPCS  codes  and  packaged 
revenue  code  costs.  We  changed  the 
status  indicator  for  the  selected  code 
from  a  data  status  indicator  of  “N”  to 
the  status  indicator  of  the  APC  to  which 
the  selected  code  was  assigned,  and  we 
considered  this  cleiim  as  a  major 
procedure  claim. 

Lastly,  where  a  multiple  minor  claim 
contained  multiple  codes  with  status 
indicator  “Q2”  (“T-packaged”)  and 
status  indicator  “Ql”  (“STVX- 
packaged”),  we  selected  the  status 
indicator  “Q2”  HCPCS  code  (“T- 
packaged”)  that  had  the  highest  relative 
weight  for  CY  2008  and  set  the  units  to 
one  on  that  HCPCS  code  to  reflect  our 
policy  of  paying  only  one  unit  of  a  code 
with  a  status  indicator  of  “Q2.”  We  then 
packaged  all  costs  for  the  following  into 
a  single  cost  for  the  selected  (“T- 
packaged”)  HCPCS  code  to  create  a 
“pseudo”  single  claim  for  that  code; 
additional  units  of  the  status  indicator 
“Q2”  HCPCS  code  with  the  highest  CY 
2008  relative  weight;  other  codes  with 
status  indicator  “Q2;”  codes  with  status 
indicator  “Ql”  (“STVX-packaged”);  and 
other  packaged  HCPCS  codes  and 
packaged  revenue  code  costs.  We  favor 
status  indicator  “Q2”  over  “Ql”  HCPCS 
codes  because  “Q2”  HCPCS  codes  have 
higher  CY  2008  relative  weights.  If  a 
status  indicator  “Ql”  HCPCS  code  had 
a  higher  CY  2008  relative  weight,  it 
would  become  the  primary  code  for  the 
simulated  single  bill  process.  We 
changed  the  status  indicator  for  the 
selected  status  indicator  “Q2”  (“T- 
packaged”)  code  from  a  data  status 
indicator  of  “N”  to  the  status  indicator 
of  the  APC  to  which  the  selected  code 
was  assigned  and  we  considered  this 
claim  as  a  major  procedure  claim. 


We  excluded  those  claims  that  we 
were  not  able  to  convert  to  single  claims 
even  after  applying  all  of  the  techniques 
for  creation  of  “pseudo”  singles  to 
multiple  major  and  to  multiple  minor 
claims.  As  has  been  our  practice  in 
recent  years,  we  also  excluded  claims 
that  contained  codes  that  were  viewed 
as  independently  or  conditionally 
bilateral  and  that  contained  the  bilateral 
modifier  (Modifier  50  (Bilateral 
procedure))  because  the  line-item  cost 
for  the  code  represented  the  cost  of  two 
units  of  the  procedure,  notwithstanding 
that  the  code  appeared  with  a  imit  of 
one. 

c.  Completion  of  Claim  Records  and 
Median  Cost  Calculations 

We  then  packaged  the  costs  of 
packaged  HCPCS  codes  (codes  with 
status  indicator  “N”  listed  in 
Addendum  B  to  this  proposed  rule  and 
the  costs  of  those  lines  for  codes  with 
status  indicator  “Ql”  or  “Q2”  when 
they  are  not  separately  paid),  and  the 
costs  of  packaged  revenue  codes  into  the 
cost  of  the  single  major  procedure 
remaining  on  the  claim.  For  CY  2010, 
this  packaging  also  included  the 
redistributed  packaged  pharmacy 
overhead  cost  relative  to  the  units  of 
separately  payable  drugs  on  each  single 
procedure  claim. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66606),  for  the  CY  2008  OPPS,  we 
adopted  an  APC  Panel  recommendation 
that  requires  CMS  to  review  the  final  list 
of  packaged  revenue  codes  for 
consistency  with  OPPS  policy  and 
ensure  that  future  versions  of  the  I/OCE 
edit  accordingly.  We  compared  the 
packaged  revenue  codes  in  the  I/OCE  to 
the  final  list  of  packaged  revenue  codes 
for  the  CY  2009  OPPS  (73  FR  68531 
through  68532)  that  we  used  for 
packaging  costs  in  median  calculation. 
As  a  result  of  that  analysis,  we  are 
proposing  to  use  the  packaged  revenue 
codes  for  CY  2010  that  are  displayed  in 
Table  4  below. 

As  noted  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68531),  we  replaced  the  NUBC  standard 
abbreviations  for  the  revenue  codes 
listed  in  Table  2  of  the  CY  2009  OPPS/ 
ASC  proposed  rule  with  the  most 
current  NUBC  descriptions  of  the 
revenue  code  categories  and 
subcategories  to  better  articulate  the 
meanings  of  the  revenue  codes  without 
actually  changing  the  proposed  list  of 
revenue  codes.  In  the  comse  of  making 
the  changes  in  labeling  for  the  revenue 
codes  in  Table  2  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period,  we 
noticed  some  changes  to  revenue 
categories  and  subcategories  that  we 
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believed  wcirfanted  further  review  for  comments  on  this  issue.  As  we  discuss 
future  OPPS  updates.  Although  we  in  section  II.A.Z.a.  of  this  proposed  rule, 

finalized  the  list  of  packaged  revenue  we  have  completed  that  analysis  for  all 
codes  in  Table  2  for  CY  2009,  we  revenue  codes  in  the  revenue  code-to- 

indicated  in  the  CY  2009  OPPS/ASC  cost  center  crosswalk  and,  as  a  result, 

final  rule  with  comment  period  (73  FR  we  are  proposing  to  add  several  revenue 
68531)  that  we  intended  to  assess  the  codes  to  the  list  of  packaged  revenue 

NUBC  revenue  codes  to  determine  codes  for  the  CY  2010  OPPS. 

whether  any  changes  to  the  list  of  Specifically,  we  believe  that  the  costs 

packaged  revenue  codes  should  be  derived  from  charges  reported  under 

proposed  for  the  CY  2010  OPPS.  We  jevenue  codes  0261  (IV  Therapy: 
specifically  requested  public  input  and  Infusion  Pump);.  0392  (Administration, 
discussion  on  this  issue  during  the  Processing  and  Storage  for  Blood  and 

comment  period  of  the  CY  2009  OPPS/  Blood  Components;  Processing  and 
ASC  final  rule  with  comment  period.  Storage);  0623  (Medical  Supplies — 

We  did  not  receive  any  public  Extension  of  02 7X,  Surgical  Dressings); 

,  Table  4— Proposed  CY  2010  Packaged  Revenue  Codes 


Revenue  code  Description 


0250  .  Pharmacy;  General  Classification. 

0251  .  Pharmacy;  Generic  Drugs. 

0252  .  Pharmacy;  Non-Generic  Dmgs. 

0254  .  Pharmacy;  Drugs  Incident  to  Other  Diagnostic  Services. 

0255  .  Pharmacy;  Drugs  Incident  to  Radiology. 

0257  .  Pharmacy;  Non-Prescription. 

0258  .  Pharmacy:  IV  Solutions. 

0259  .  Pharmacy;  Other  Pharmacy. 

0260  .  IV  Therapy;  General  Classification. 

0261  * .  IV  Therapy:  Infusion  Pump. 

0262  .  IV  Therapy;  IV  Therapy/Pharmacy  Svcs. 

0263  .  IV  Therapy;  IV  Therapy/Dmg/Supply  Delivery. 

0264  .  IV  Therapy;  IV  Therapy/Supplies. 

0269  .  IV  Therapy;  Other  IV  Therapy. 

0270  .  Medical/Surgical  Supplies  and  Devices;  General  Classification. 

0271  .  Medical/Surgical  Supplies  and  Devices;  Non-sterile  Supply. 

0272  .  Medical/Surgical  Supplies  and  Devices;  Sterile  Supply. 

0273  .  Medical/Surgical  Supplies  and  Devices:  Take  Home  Supplies. 

0275  .  Medical/Surgical  Supplies  and  Devices;  Pacemaker. 

0276  .  Medical/Surgical  Supplies  and  Devices;  Intraocular  Lens. 

0278  .  Medical/Surgical  Supplies  and  Devices;  Other  Implants. 

0279  .  Medical/Surgical  Supplies  and  Devices;  Other  Supplies/Devices. 

0280  .  Oncology;  General  Classification. 

0289  .  Oncology;  Other  Oncology. 

0343  .  Nuclear  Medicine;  Diagnostic  Radiopharmaceuticals. 

0344  .  Nuclear  Medicine;  Therapeutic  Radiopharmaceuticals. 

0370  . ! .  Anesthesia:  General  Classification. 

0371  .  Anesthesia:  Anesthesia  Incident  to  Radiology. 

0372  .  Anesthesia:  Anesthesia  Incident  to  Other  DX  Services. 

0379  .  Anesthesia;  Other  Anesthesia. 

0390  . .  Administration,  Processing  and  Storage  for  Blood  and  Blood  Components;  General  Classification. 

0392* .  Administration,  Processing  and  Storage  for  Blood  and  Blood  Components:  Processing  and  Storage. 

0399  .  Administration,  Processing  and  Storage  for  Blood  and  Blood  Components:  Other  Blood  Handling. 

0560  .  Home  Health  (HH) — Medical  Social  Services;  General  Classification. 

0569  .  Home  Health  (HH)— Medical  Social  Services;  Other  Med.  Social  Sen/ice. 

0621  .  Medical  Surgical  Supplies — Extension  of  027X;  Supplies  Incident  to  Radiology. 

0622  .  Medical  Surgical  Supplies — Extension  of  027X:  Supplies  Incident  to  Other  DX  Services. 

0623  * .  Medical  Supplies — Extension  of  027X,  Surgical  Dressings. 

0624  .  Medical  Surgical  Supplies — Extension  of  027X:  FDA  Investigational  Devices. 

0630  .  Pharmacy— Extension  of  025X:  Resenred. 

0631  .  Pharmacy— Extension  of  025X:  Single  Source  Drug. 

0632  .  Pharmacy — Extension  of  025X:  Multiple  Source  Drug. 

0633  .  Pharmacy— Extension  of  025X;  Restrictive  Prescription. 

0681  .  Trauma  Response:  Level  I  Trauma. 

0682  .  Trauma  Response;  Level  II  Trauma. 

0683 .  Trauma  Response;  Level  III  Trauma. 

0684  .  Trauma  Response;  Level  IV  Trauma. 

0689  .  Trauma  Response;  Other. 

0700  .  Cast  Room;  General  Classification. 

0709  .  Cast  Room;  Reserved. 

0710 .  Recovery  Room;  Genera!  Classification. 

0719 .  Recovery  Room;  Reserved. 

0720  .  Labor  Room/Delivery;  General  Classification. 

0721  .  Labor  Room/Delivery;  Labor. 


0943  (Other  Therapeutic  Services  (also 
see  095X,  an  extension  of  094X), 

Cardiac  Rehabilitation);  and  0948  (Other 
Therapeutic  Services  (also  see  095X,  an 
extension  of  094X),  Pulmonary 
Rehabilitation)  are  appropriately 
packaged  into  payment  for  other  OPPS 
services  when  charges  appear  on  lines 
with  these  revenue  codes  but  no  HCPCS 
code  appears  on  the  line.  Revenue  codes 
that  we  are  proposing  to  add  to  the  CY 
2010  packaged  revenue  code  list  are 
identified  by  asterisks  (*)  in  Table  4 
below. 
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Table  4— Proposed  CY  2010  Packaged  Revenue  Codes— Continued 


Revenue  code 


Description 


0732  .. 
0762  .. 
0801  .. 
0802  .. 
0803  .. 
0804  .. 
0809  .. 
0810  .. 
0819  .. 
0821 
0824  .. 
0825  . 
0829  . 
0942  . 
0943* 
0948* 


EKG/ECG  (Electrocardiogram):  Telemetry. 

Specialty  Room — Treatment/Observation  Room;  Observation  Room. 

Inpatient  Renal  Dialysis;  Inpatient  Hemodialysis. 

Inpatient  Renal  Dialysis;  Inpatient  Peritoneal  Dialysis  (Non-CAPD). 

Inpatient  Renal  Dialysis;  Inpatient  Continuous  Ambulatory  Peritoneal  Dialysis  (CAPD). 
Inpatient  Renal  Dialysis;  inpatient  Continuous  Cycling  Peritoneal  Dialysis  (CCPD). 

Inpatient  Renal  Dialysis;  Other  Inpatient  Dialysis. 

Acquisition  of  Body  Components:  General  Classification. 

Inpatient  Renal  Dialysis;  Other  Donor. 

Hemodialysis — Outpatient  or  Home;  Hemodialysis  Composite  or  Other  Rate. 

Hemodialysis — Outpatient  or  Home;  Maintenance — 100%. 

Hemodialysis — Outpatient  or  Home;  Support  Seivices. 

Hemodialysis — Outpatient  or  Home;  Other  OP  Hemodialysis. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094x):  Education/Training. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094X),  Cardiac  Rehabilitation. 

Other  Therapeutic  Services  (also  see  095X,  an  extension  of  094X),  Pulmonary  Rehabilitation. 


In  addition,  we  excluded  (1)  claims 
that  had  zero  costs  after  summing  all 
costs  on  the  claim  and  (2)  claims 
containing  packaging  flag  number  3. 
Effective  for  services  furnished  on  or 
after  July  1,  2004,  the  I/OCE  assigned 
packaging  flag  number  3  to  claims  on 
which  hospitals  submitted  token 
charges  for  a  service  with  status 
indicator  “S”  or  “T”  (a  major  separately 
payable  service  under  the  OPPS)  for 
which  the  fiscal  intermediary  or  MAC 
was  required  to  allocate  the  sum  of 
charges  for  services  with  a  status 
indicator  equaling  “S”  or  “T”  based  on 
the  relative  weight  of  the  APC  to  which 
each  code  was  assigned.  We  do  not 
believe  that  these  charges,  which  were 
token  charges  as  submitted  by  the 
hospital,  are  valid  reflections  of  hospital 
resources.  Therefore,  we  deleted  these 
claims.  We  also  deleted  claims  for 
which  the  charges  equaled  the  revenue 
center  payment  (that  is,  the  Medicare 
payment)  on  the  assumption  that  where 
the  charge  equaled  the  payment,  to 
apply  a  CCR  to  the  charge  would  not 
yield  a  valid  estimate  of  relative 
provider  cost. 

For  the  remaining  claims,  we  then 
standardized  60  percent  of  the  costs  of 
the  claim  (which  we  have  previously 
determined  to  be  the  labor-related 
portion)  for  geographic  differences  in 
labor  input  costs.  We  made  this 
adjustment  by  determining  the  wage 
index  that  applied  to  the  hospital  that 
furnished  the  service  and  dividing  the 
cost  for  the  sepeu’ately  paid  HCPCS  code 
furnished  by  the  hospital  by  that  wage 
index.  As  has  been  our  policy  since  the 
inception  of  the  OPPS,  we  are  proposing 
to  use  the  pre-reclassified  wage  indices 
for  standardization  because  we  believe 
that  they  better  reflect  the  true  costs  of 
items  and  services  in  the  area  in  which 
the  hospital  is  located  than  the  post¬ 
reclassification  wage  indices  and. 


therefore,  would  result  in  the  most 
accurate  unadjusted  median  costs. 

We  also  excluded  claims  that  were 
outside  3  standard  deviations  from  the 
geometric  mean  of  units  for  each  HCPCS 
code  on  the  bypass  list  (because,  as 
discussed  above,  we  used  claims  that 
contain  multiple  units  of  the  bypass 
codes). 

After  removing  claims  for  hospitals 
with  error  OCRs,  claims  without  HCPCS 
codes,  claims  for  immunizations  not 
covered  under  the  OPPS,  and  claims  for 
services  not  paid  under  the  OPPS, 
approximately  54  million  claims  were 
left  for  this  proposed  rule.  Using  these 
54  million  claims,  we  created 
approximately  91  million  single  and 
“pseudo”  single  claims,  of  which  we 
used  90  million  single  bills  (after 
trimming  out  approximately  622,000 
cleiims  as  discussed  above  in  this 
section)  in  the  proposed  CY  2010 
median  development  and  ratesetting. 

We  used  these  claims  to  calculate  the 
proposed  CY  2010  median  costs  for  each 
separately  payable  HCPCS  code  and 
each  APC.  The  comparison  of  HCPCS 
code-specific  and  APC  medians 
determines  the  applicability  of  the  2 
times  rule.  Section  1833(t)(2)  of  the  Act 
provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  (or  mean  cost,  if  elected  by  the 
Secretary)  for  an  item  or  service  in  the 
group  is  more  than  2  times  greater  them 
the  lowest  median  cost  for  an  item  or 
service  within  the  same  group  (the  2 
times  rule).  Finally,  we  reviewed  the 
median  costs  for  this  proposed  rule  and 
reassigned  HCPCS  codes  to  different 
APCs  where  we  believed  that  it  was 
appropriate.  Section  III.  of  this  proposed 
rule  includes  a  discussion  of  certain 
HCPCS  code  assignment  changes  that 


resulted  from  examination  of  the 
median  costs,  review  of  the  public 
comments,  and  for  other  reasons.  The 
APC  medians  were  recalculated  after  we 
reassigned  the  affected  HCPCS  codes. 
Both  the  HCPCS  code-specific  medians 
and  the  APC  medians  were  weighted  to 
account  for  the  inclusion  of  multiple 
units  of  the  bypass  codes  in  the  creation 
of  “pseudo”  single  bills. 

In  some  cases,  APC  median  costs  are 
calculated  using  variations  of  the 
process  outlined  above.  Section  II.A.2.d. 
of  this  proposed  rule  that  follows 
addresses  the  calculation  of  single  APC 
criteria-based  median  costs.  Section 
II.A.2.e.  of  this  proposed  rule  discusses 
the  calculation  of  composite  APC 
criteria-based  median  costs.  Section 
X.B.  of  this  proposed  rule  addresses  the 
methodology  for  calculating  the  mediem 
cost  for  partial  hospitalization  services. 

At  the  February  2009  APC  Panel 
Meeting,  the  AP(^  Panel  reconunended 
that  CMS  study  the  claims  data  for  any 
APC  in  which  the  calculated  payment 
reduction  would  be  greater  than  10 
percent.  The  APC  Panel  also 
recommended  that  CMS  provide  a  list  of 
APCs  to  the  APC  Panel  at  the  next 
meeting  with  a  proposed  payment  rate 
change  of  greater  than  10  percent.  While 
we  recognize  the  concerns  the  APC 
Panel  expressed  with  regards  to  cost 
variability  in  the  system,  we  adready 
engage  in  a  standard  review  process  for 
all  APCs  that  experience  significant 
changes  in  median  costs.  We  study  all 
significant  changes  in  estimated  cost  to 
determine  the  effect  that  proposed  and 
final  payment  policies  have  on  the  APC 
payment  rates  and  ensure  that  these 
policies  cire  appropriate  and  that  the 
intended  cost  estimation  methodologies 
have  been  correctly  applied.  We  note 
that  there  are  a  number  of  factors  that 
cause  APC  median  costs  to  change  from 
one  year  to  the  next.  Some  of  these  are 
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a  reflection  of  hospital  behavior,  and  . 
some  of  them  are  a  reflection  of 
fundamental  characteristics  of  the  OPPS 
as  defined  in  the  statute.  With  limited 
exceptions,  we  are  required  by  law  to 
reassign  HCPCS  codes  to  APCs  where  it 
is  necessary  to  avoid  2  times  violations. 
Thus,  there  are  various  mechanisms 
already  in  place  to  ensure  that  we  assess 
changes  in  cost  and  adjust  APC  weights 
accordingly  or  justify  why  we  have  not 
made  adjustments.  We  plan  to  continue 
our  examination  of  all  APCs  that 
experience  changes  of  greater  thanlO 
percent,  and  we  will  provide  the  APC 
Panel  with  a  list  of  the  APCs  with 
proposed  changes  in  costs  of  more  than 
10  percent  for  CY  2010  at  the  next  CY 

2009  APC  Panel  meeting.  Accordingly, 
we  are  accepting  this  recommendation 
of  the  APC  Panel  in  full. 

At  the  February  2009  APC  Panel 
meeting,  we  reviewed  and  examined  the 
data  process  in  preparation  for  the  CY 

2010  rulemaking  cycle.  At  this  meeting, 
the  APC  Panel  recommended  that  the 
Data  Subcommittee  continue  its  work 
and  we  are  accepting  that 
recommendation.  We  will  continue  to 
work  closely  with  the  APC  Panel’s  Data 
Subcommittee  to  prepare  and  review 
data  and  analyses  relevant  to  the  APC 
configurations  and  OPPS  payment 
policies  for  hospital  outpatient  items 
and  services. 

d.  Proposed  Calculation  of  Single 
Procedure  APC  Criteria-Based  Median 
Costs 

(1)  Device-Dependent  APCs 

Device-dependent  APCs  are 
populated  by  HCPCS  codes  that  usually, 
but  not  always,  require  that  a  device  be 
implanted  or  used  to  perform  the 
procedme.  For  a  full  history  of  how  we 
have  calculated  payment  rates  for 
device-dependent  APCs  in  previous 
years  and  a  detailed  discussion  of  how 
we  developed  the  standard  device¬ 
dependent  APC  ratesetting 
methodology,  we  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66739  through 
66742).  Overviews  of  the  procedure-to- 
device  edits  and  device-to-procedure 
edits  used  in  ratesetting  for  device¬ 
dependent  APCs  are  available  in  the  CY 
2005  OPPS  final  rule  with  comment 
period  (69  FR  65761  through  65763)  and 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68070  through 
68071). 

For  CY  2010,  we  are  proposing  to 
revise  our  standard  methodology  for 
calculating  median  costs  for  device¬ 
dependent  APCs,  which  utilizes  claims 
data  that  generally  represent  the  full 
cost  of  the  required  device,  to  exclude 


claims  that  contain  the  “FC”  modifier. 
Specifically,  we  are  proposing  to 
calculate  the  median  costs  for  device¬ 
dependent  APCs  for  CY  2010  using  only 
the  subset  of  single  procedure  claims 
from  CY  2008  claims  data  that  pass  the 
procedure-to-device  and  device-to- 
procedure  edits;  do  not  contain  token 
charges  (less  than  $1.01)  for  devices;  do 
not  contain  the  “FB”  modifier  signifying 
that  the  device  was  furnished  without 
cost  to  the  provider,  supplier,  or 
practitioner,  or  where  a  full  credit  was 
received;  and  do  not  contain  the  “FC” 
modifier  signifying  that  the  hospital 
received  partial  credit  for  the  device. 

The  “FC”  modifier  became  effective 
January  1,  2008,  and  is  present  for  the 
first  time  on  claims  that  would  be  used 
in  OPPS  ratesetting  for  CY  2010.  We 
believe  that  the  standard  methodology 
for  calculating  median  costs  for  device¬ 
dependent  APCs,  further  refined  to 
exclude  claims  with  the  “FC”  modifier, 
gives  us  the  most  appropriate  proposed 
median  costs  for  device-dependent 
APCs  in  which  the  hospital  incurs  the 
full  cost  of  the  device. 

The  median  costs  for  the  majority  of 
device-dependent  APCs  that  are 
calculated  using  the  CY  2010  proposed 
rule  claims  data  are  generally  stable, 
with  most  median  costs  increasing 
moderately  compared  to  the  median 
costs  upon  which  the  CY  2009  OPPS 
payment  rates  were  based.  However,  the 
median  costs  for  APC  0225 
(Implantation  of  Neurostimulator 
Electrodes,  Cranial  Nerve)  and  APC 
0418  (Insertion  of  Left  Ventricular 
Pacing  Electrode)  demonstrate 
significant  fluctuation.  Specifically,  the 
CY  2010  proposed  median  cost  for  APC 
0225  increases  approximately  49 
percent  compared  to  the  CY  2009  final 
median  cost,  although  this  APC  median 
cost  had  declined  by  approximately  the 
same  proportion  from  CY  2008  to  CY 
2009.  The  CY  2010  proposed  median 
cost  for  APC  0418,  which  had  decreased 
approximately  45  percent  from  CY  2008 
to  CY  2009,  shows  an  increase  of 
approximately  56  percent  based  on  the 
claims  data  available  for  the  CY  2010 
proposed  rule.  We  believe  the 
fluctuations  in  median  costs  for  these 
two  APCs  are  a  consequence  of  the 
small  number  of  single  bills  upon  which 
the  median  costs  are  based  and  the 
small  number  of  providers  of  these 
services.  As  we  have  stated  in  the  past, 
some  fluctuation  in  relative  costs  from 
year  to  year  is  to  be  expected  in  a 
prospective  payment  system  for  low 
volume  device-dependent  APCs, 
particularly  where  there  are  small 
numbers  of  single  bills  from  a  small 
number  of  providers.  The  additional 


single  bills  available  for  ratesetting  in 
the  CY  2010  final  rule  data  and  updated 
cost  report  data  may  result  in  less 
fluctuation  in  the  median  costs  for  these 
APCs  for  CY  2010. 

At  the  February  2009  meeting  of  the 
APC  Panel,  one  presenter  stated  that  the 
assignment  of  the  cranial 
neurostimulator  implantation  procedure 
described  by  CPT  code  61885  (Insertion 
or  replacement  of  cranial 
neurostimulator  pulse  generator  or 
receiver,  direct  or  inductive  coupling; 
with  connection  to  a  single  electrode 
array)  to  APC  0039  (Level  I  Implantation 
of  Neurostimulator  Generator),  along 
with  the  peripheral/gastric 
neurostimulator  implantation  procedure 
described  by  CPT  code  64590  (Insertion 
or  replacement  of  peripheral  or  gastric 
neurostimulator  pulse  generator  or 
receiver,  direct  or  inductive  coupling)  is 
not  appropriate,  given  the  clinical  and 
cost  differences  between  the  two 
procedures.  According  to  the  presenter, 
the  cranial  procedure  described  by  CPT 
code  61885  is  more  similar  clinically 
and  in  terms  of  resource  utilization  to 
the  spinal  neurostimulator  implantation 
procedure  described  by  CPT  code  63685 
(Insertion  or  replacement  of  spinal 
nemostimulator  pulse  generator  or 
receiver,  direct  or  inductive  coupling), 
which  is  the  only  CPT  code  assigned  to 
APC  0222  (Level  II  Implantation  of 
Neurostimulator)  for  CY  2009.  The 
presenter  requested  that  the  APC  Panel 
recommend  CMS  restructure  the 
existing  configuration  of 
neurostimulator  pulse  generator 
implantation  APCs  for  CY  2010  by 
splitting  APC  0039,  so  that  procedures 
involving  peripheral/gastric 
neurostimulators  and  cranial 
neurostimulators  would  be  in  distinct 
APCs,  or  by  reassigning  the  cranial 
neurostimulator  implantation  procedure 
described  by  CPT  code  61885  from  APC 
0039  to  APC  0222.  In  response  to  this 
request,  the  APC  Panel  recommended 
that  CMS  combine  APC  0039  and  APC 
0222  for  CY  2010,  given  the  overall 
similarity  in  median  costs  among  the 
cranial,  peripheral/gastric,  and  spinal 
neurostimulator  pulse  generator 
implantation  procedmes  assigned  to 
these  two  APCs.  The  APC  Panel  also 
recommended  that  CMS  maintain  the 
configuration  of  APC  0315  (Level  III 
Implantation  of  Neurostimulator 
Generator)  as  it  currently  exists  in  CY 
2009  for  CY  2010. 

We  agree  with  the  APC  Panel  that  the 
median  costs  of  the  procedures 
described  by  CPT  codes  61885,  63685, 
and  64590  are  sufficiently  similar  to 
warrant  placement  of  the  CPT  codes 
into  a  single  APC,  rather  than  two  APCs. 
We  are  accepting  the  APC  Panel’s 
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reconunendation  and,  therefore,  are 
proposing  to  reassign  CPT  code  63685  to 
APC  0039,  to  delete  APC  0222,  and  to 
maintain  the  current  configvuation  of 
APC  0315  for  CY  2010.  We  also  are 
proposing  to  change  the  title  of  APC 
0315  to  “Level  II  Implantation  of 
Neurostimulator  Generator”  to  reflect 
the  proposed  two-level,  rather  than 
three-level,  structiure  of  the 
neurostimulator  generator  implantation 
APCs. 

In  reviewing  the  APC  Panel 
recommendation  for  consolidating  APC 
0039  and  APC  0222,  we  observed  that 
the  median  costs  of  the  procedures 
assigned  to  APC  0425  (Level  II 
Arthroplasty  or  Implantation  with 
Prosthesis)  and  APC  0681  (Knee 
Arthroplasty)  edso  are  sufficiently 
similar  to  warrant  combining  these  two 
APCs  into  one  APC.  The  proposed 


HCPCS  code-specific  median  cost  for 
the  only  procedure  currently  assigned  to 
APC  0681,  described  by  CPT  code  27446 
(Arthroplasty,  loiee,  condyle  and 
plateau;  medial  OR  lateral 
compartment),  is  approximately  $7,464 
based  on  the  claims  data  available  for 
the  CY  2010  proposed  rule.  This 
proposed  median  cost  is  very  similar  to 
the  proposed  median  cost  of 
approximately  $7,852  calculated  for 
APC  0425,  which  includes  other 
procedures  involving  the  implantation 
of  prosthetic  devices  into  bone,  similar 
to  the  procedure  described  by  CPT  code 
27446.  Given  the  shared  resource  and 
clinical  characteristics  of  the  procedures 
included  in  APC  0425  and  the  only 
procedure  assigned  to  APC  0681  for  CY 
2009,  we  cire  proposing  to  consolidate 
these  two  APCs  by  reassigning  CPT  code 
27446  to  APC  0425,  and  deleting  APC 


0681.  We  also  note  that  over  the  past 
several  years,  the  median  cost  for  CPT 
code  27446  has  fluctuated  due  to  a  low 
volume  of  services  being  performed  by 
a  small  number  of  providers,  and  to  a 
single  provider  performing  the  majority 
of  services  (73  FR  68535).  We  believe 
that  by  reassigning  CPT  code  27446  to 
APC  0425  and  deleting  APC  0681,  we 
can  maintain  greater  stability  from  year 
to  year  in  the  payment  rate  for  this  knee 
arthroplasty  service,  while  also  paying 
appropriately  for  the  service. 

Table  5  below  lists  the  APCs  for 
which  we  are  proposing  to  use  our 
standard  device-dependent  APC  rate 
setting  methodology  for  CY  2010,  with 
the  proposed  amendment  to  exclude 
claims  that  contain  the  “FC”  modifier. 
We  refer  readers  to  Addendum  A  to  this 
proposed  rule  for  the  proposed  payment 
rates  for  these  APCs. 


Table  5— Proposed  CY  2010  Device-Dependent  APCs 


Proposed  CY 
2010  APC 

Proposed  CY 
2010  status 
indicator 

Proposed  CY  2010  APC  title 

0039  . 

S  . 

Level  1  Implantation  of  Neurostimulator  Generator. 

0040  . 

S  . 

Percutaneous  Implantation  of  Neurostimulator  Electrodes. 

0061  . 

S  . 

Laminectomy,  Laparoscopy,  or  Incision  for  Implantation  of  Neurostimulator  Electrodes. 

0082  . 

T  . 

Coronary  or  Non-Coronary  Atherectomy. 

0083  . 

T  . 

Coronary  or  Non-Coronary  Angioplasty  and  Percutaneous  Valvuloplasty. 

0084  . 

S  . 

Level  1  Electrophysiologic  Procedures. 

0085  . 

T  . 

Level  II  Electrophysiologic  Procedures. 

0086  . 

T  . 

Level  III  Electrophysiologic  Procedures. 

0089  . 

T  . 

Insertion/Replacement  of  Permanent  Pacemaker  and  Electrodes. 

0090  . 

T  . 

Insertion/Replacement  of  Pacemaker  Pulse  Generator. 

0104  . 

T  . 

Transcatheter  Placement  of  Intracoronary  Stents. 

0106  . 

T  . 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Electrodes. 

0107  . 

T  . 

Insertion  of  Cardioverter-Defibrillator. 

0108  . 

T  . 

Insertion/Replacement/Repair  of  Cardioverter-Defibrillator  Leads. 

0115  . 

T  . 

Cannula/Access  Device  Procedures. 

0202  . 

T  . 

Level  VII  Female  Reproductive  Procedures. 

0225  . 

S  . 

Implantation  of  Neurostimulator  Electrodes,  Cranial  Nerve. 

0227  . 

T  . 

Implantation  of  Drug  Infusion  Device. 

0229  . 

T  . 

Transcatheter  Placement  of  Intravascular  Shunts. 

0259  . 

T  . 

Level  VII  ENT  Procedures. 

0293  . 

T  . 

Level  V  Anterior  Segmdht  Eye  Procedures. 

0315  . 

S  . 

Level  II  Implantation  of  Neurostimulator  Generator. 

0384  . 

T  . 

Gl  Procedures  with  Stents. 

0385  . 

S  . 

Level  1  Prosthetic  Urological  Procedures. 

0386  . 

S  . 

Level  II  Prosthetic  Urological  Procedures. 

0418  . 

T  . 

Insertion  of  Left  Ventricular  Pacing  Electrode. 

0425  . 

T  . 

Level  II  Arthroplasty  or  Implantation  with  Prosthesis. 

0427  . 

T  . 

Level  II  Tube  or  Catheter  Changes  or  Repositioning. 

0622  . . . 

T  . . . 

Level  II  Vascular  Access  Procedures. 

0623  . 

T  . 

Level  III  Vascular  Access  Procedures 

0648  . 

T ..; . 

Level  IV  Breast  Surgery. 

0652  . 

T  . 

Insertion  of  Intraperitoneal  and  Pleural  Catheters. 

0653  . 

T  . 

Vascular  Reconstruction/Fistula  Repair  with  Device. 

Insertion/Replacement  of  a  Permanent  Dual  Chamber  Pacemaker. 

0654  . 

T  . 

0655  . 

T  . 

Insertion/Replacement/Conversion  of  a  Permanent  Dual  Chamber  Pacemaker. 

0656  . 

T  . 

Transcatheter  Placement  of  Intracoronary  Drug-Eluting  Stents. 

0674  . 

T  . 

Prostate  Cryoablation. 

0680  . 

S  . 

Insertion  of  Patient  Activated  Event  Recorders. 

(2)  Blood  and  Blood  Products 

Since  the  implementation  of  the  OPPS 
in  August  2000,  we  have  made  separate 


payments  for  blood  emd  blood  products 
through  APCs  rather  than  packaging 
payment  for  them  into  payments  for  the 


procedures  with  which  they  are 
administered.  Hospitcd  payments  for  the 
costs  of  blood  and  blood  products,  as 
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well  as  for  the  costs  of  collecting, 
processing,  and  storing  blood  and  blood 
products,  are  made  through  the  OPPS 
payments  for  specific  blood  product 
APCs. 

For  CY  2010,  we  are  proposing  to 
continue  to  establish  payment  rates  for 
blood  and  blood  products  using  our 
blood-specific  CCR  methodology,  which 
utilizes  actual  or  simulated  CCRs  from 
the  most  recently  available  hospital  cost 
reports  to  convert  hospital  charges  for 
blood  and  blood  products  to  costs.  This 
methodology  has  been  our  standard 
ratesetting  methodology  for  blood  and 
blood  products  since  CY  2005.  It  was 
developed  in  response  to  data  analysis 
indicating  that  there  was  a  significant 
difference  in  CCRs  for  those  hospitals 
with  and  without  blood-specific  cost 
centers,  and  past  comments  indicating 
that  the  former  OPPS  policy  of 
defaulting  to  the  overall  hospital  CCR 
for  hospitals  not  reporting  a  blood- 
specific  cost  center  often  resulted  in  an 
underestimation  of  the  true  hospital  * 
costs  for  blood  and  blood  products. 
Specifically,  in  order  to  address  the 
differences  in  CCRs  and  to  better  reflect 
hospitals’  costs,  we  are  proposing  to 
continue  to  simulate  blood  CCRs  for 
each  hospital  that  does  not  report  a 
blood  cost  center  by  calculating  the  ratio 
of  the  blood-specific  CCRs  to  hospitals’ 
overall  CCRs  for  those  hospitals  that  do 
report  costs  and  charges  for  blood  cost 
centers.  We  would  then  apply  this  mean 
ratio  to  the  overall  CCRs  of  hospitals  not 
reporting  costs  and  charges  for  blood 
cost  centers  on  their  cost  reports  in 
order  to  simulate  blood-specific  CCRs 
for  those  hospitals.  We  calculated  the 
median  costs  upon  which  the  proposed 
CY  2010  payment  rates  for  blood  and 
blood  products  are  based  using  the 
actual  blood-specific  CCR  for  hospitals 
that  reported  costs  and  charges  for  a 
blood  cost  center  and  a  hospital-specific 
simulated  blood-specific  CCR  for 
hospitals  that  did  not  report  costs  and 
charges  for  a  blood  cost  center. 

We  continue  to  believe  that  the 
hospital-specific,  blood-specific  CCR 
methodology  better  responds  to  the 
absence  of  a  blood-specific  CCR  for  a 
hospital  than  alternative  methodologies, 
such  as  defaulting  to  the  overall  hospital 
CCR  or  applying  an  average  blood- 
specific  CCR  across  hospitals.  Because 
this  methodology  takes  into  account  the 
unique  charging  and  cost  accounting 
structure  of  each  provider,  we  believe 
that  it  yields  more  accurate  estimated 
costs  for  these  products.  We  believe  that 
continuing  with  this  methodology  in  CY 
2010  would  result  in  median  costs  for 
blood  and  blood  products  that 
appropriately  reflect  the  relative 
estimated  costs  of  these  products  for 


hospitals  without  blood  cost  centers 
and,  therefore,  for  these  products  in 
general. 

We  refer  readers  to  Addendum  B  to 
this  proposed  rule  for  the  CY  2010 
proposed  payment  rates  for  blood  and 
blood  products,  which  are  identified 
with  status  indicator  “R.”  For  more 
detailed  discussion  of  the  blood-specific 
CCR  methodology,  we  refer  readers  to 
the  CY  2005  OPPS  proposed  rule  (69  FR 
50524  through  50525).  For  a  full  history 
of  OPPS  payment  for  blood  and  blood 
products,  we  refer  readers  to  the  CY 

2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66807  through 
66810). 

(3)  Single  Allergy  Tests 

We  are  proposing  to  continue  with 
our  methodology  of  differentiating 
single  allergy  tests  (“per  test”)  from 
multiple  allergy  tests  (“per  visit”)  by 
assigning  these  services  to  two  different 
APCs  to  provide  accurate  payments  for 
these  tests  in  CY  2010.  Multiple  allergy 
tests  are  currently  assigned  to  APC  0370 
(Allergy  Tests),  with  a  median  cost 
calculated  ba:sed  on  the  standard  OPPS 
methodology.  We  provided  billing 
guidance  in  CY  2006  in  Transmittal  804 
(issued  on  January  3,  2006)  specifically 
clarifying  tbat  hospitals  should  report 
charges  for  the  CPT  codes  that  describe 
single  allergy  tests  to  reflect  charges 
“per  test”  rather  than  “per  visit”  and 
should  bill  the  appropriate  number  of 
units  of  these  CPT  codes  to  describe  all 
of  the  tests  provided.  Our  CY  2008 
claims  data  available  for  this  proposed 
rule  for  APC  0381  do  not  reflect 
improved  and  more  consistent  hospital 
billing  practices  of  “per  test”  for  single 
allergy  tests.  The  median  cost  of  APC 
0381,  calculated  for  this  proposed  rule 
according  to  the  standard  single  claims 
OPPS  methodology,  is  approximately 
$55,  significantly  higher  tban  the  CY 

2009  median  cost  of  APC  0381  of 
approximately  $23  calculated  according 
to  the  “per  unit”  methodology,  and 
greater  than  we  would  expect  for  these 
procedures  that  are  to  be  reported  “per 
test”  with  the  appropriate  number  of 
units.  Some  claims  for  single  allergy 
tests  still  appear  to  provide  charges  that 
represent  a  “per  visit”  charge,  rather 
than  a  “per  test”  charge.  Therefore, 
consistent  with  our  payment  policy  for 
single  allergy  tests  since  CY  2006,  we 
are  proposing  to  calculate  a  “per  unit” 
median  cost  for  APC  0381,  based  upon 
530  claims  containing  multiple  units  or 
multiple  occurrences  of  a  single  CPT 
code.  The  CY  2010  proposed  median 
cost  for  APC  0381  using  the  “per  unit” 
methodology  is  approximately  $29.  For 
a  full  discussion  of  this  methodology, 
we  refer  readers  to  the  CY  2008  OPPS/ 


ASC  final  rule  with  comment  period  (72 
FR  66737). 

(4)  Echocardiography  Services 

In  CY  2008,  we  implemented  a  policy 
whereby  payment  for  all  contrast  agents 
is  packaged  into  the  payment  for  the 
associated  imaging  procedure, 
regardless  of  whether  the  contrast  agent 
met  the  OPPS  drug  packaging  threshold. 
Section  1833(t)(2)(G)  of  the  Act  requires 
us  to  create  additional  APC  groups  of 
services  for  procedures  that  use  contrast 
agents  that  classify  them  sepeu’ately  from 
those  procedures  that  do  not  utilize 
contrast  agents.  To  reconcile  this 
statutory  provision  with  our  final  policy 
of  packaging  all  contrast  agents,  for  CY 
2008,  we  calculated  HCPCS  code¬ 
specific  median  costs  for  all  separately 
payable  echocardiography  procedures 
that  may  be  performed  with  contrast 
agents  by  isolating  single  and  “pseudo” 
single  echocardiography  claims  with  the 
following  CPT  codes  where  a  contrast 
agent  was  also  billed  on  tbe  claim: 

•  93303  (Transthoracic 
echocardiography  for  congenital  cardiac 
anomalies:  complete): 

•  93304  (Transthoracic 
echocardiography  for  congenital  cardiac 
anomalies:  follow-up  or  limited  study): 

•  93307  (Echocardiography, 
transthoracic,  real-time  with  image 
documentation  (2D)  with  or  without  M- 
mode  recording:  complete): 

•  93308  (Echocardiography, 
transthoracic,  real-time  with  image 
documentation  (2D)  with  or  without  M- 
mode  recording:  follow-up  or  limited 
study): 

•  93312  ( Echocardiography, 
transesophageal,  real  time  with  image 
documentation  (2D)  (with  or  without  M- 
mode  recording):  including  probe 
placement,  image  acquisition, 
interpretation  and  report):- 

•  93315  (Transesophageal 
echocardiography  for  congenital  cardiac 
anomalies:  including  probe  placement, 
image  acquisition,  interpretation  and 
report): 

•  93318  (Echocardiography, 
transesophageal  (TEE)  for  monitoring 
purposes,  including  probe  placement, 
real  time  2-dimensional  image 
acquisition  and  interpretation  leading  to 
ongoing  (continuous)  assessment  of 
(dynamically  changing)  cardiac 
pumping  function  and  to  therapeutic 
measures  on  an  immediate  time  basis): 
and 

•  93350  (Echocardiography, 
transthoracic,  real-time  with  image 
documentation  (2D),  with  or  without  M- 
mode  recording,  during  rest  and 
cardiovascular  stress  test  using 
treadmill,  bicycle  exercise  and/or 
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pharmacologically  induced  stress,  with 
interpretation  and  r^ort). 

After  reviewing  HCPCS  code-specific 
median  costs,  we  determined  that  all 
echocardiography  procedures  that  may 
be  performed  with  contrast  agents  are 
reasonably  similar  both  clinically  and  in 
terms  of  resource  use.  In  CY  2008,  we 
created  APC  0128  (Echocardiogram 
With  Contrast)  to  provide  payment  for 
echocardiography  procedures  that  are 
performed  widi  a  contrast  agent.  We 
refer  readers  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66643  through  66646)  for  more 
information  on  this  methodology. 

In  order  for  hospitals  to  identify  and 
receive  appropriate  payment  for 
echocardiography  procedures  performed 
with  contrast  beginning  in  CY  2008,  we 
created  eight  new  HCPCS  codes  (C8921 
through  C8928)  that  corresponded  to  the 
related  CPT  echocardiography  codes 
and  assigned  them  to  the  newly  created 
APC  0128.  We  instructed  hospitals  to 
report  the  CPT  codes  when  performing 
echocardiography  procedures  without 
contrast  and  to  report  the  new  HCPCS 
C-codes  when  performing 
echocardiography  procedures  with 
contrast,  or  without  contrast  followed 
by  with  contrast.  As  is  our  standard 
policy  with  regard  to  new  codes,  the 
APC  assignment  of  these  codes  was  then 
open  to  comment  in  that  final  rule. 

We  used  the  same  process  to  calculate 
median  costs  for  these  codes  for  CY 
2009  as  we  used  for  CY  2008  to 
separately  identify  echocardiography 
services  provided  with  contrast  and 
those  provided  without  contrast  because 
the  data  reported  under  these  new  codes 
were  not  yet  available  for  CY  2009 
ratesetting. 

In  addition,  for  CY  2009,  the 
American  Medical  Association  (AMA) 
revised  several  CPT  codes  in  the  93000 
series  to  more  specifically  describe 
particular  services  provided  during 
echocardiography  procedures.  The  CY 
2009  descriptor  for  new  CPT  code  93306 
(Echocardiography,  transthoracic  real¬ 
time  with  image  documentation  (2D), 
includes  M-mode  recording,  when 
performed,  complete,  with  spectral 
Doppler  echocardiography,  and  with 
color  flow  Doppler  echocardiography) 
includes  the  services  described  in  CY 
2008  by  three  CPT  codes:  93307 
(Echocardiography,  transthoracic,  real¬ 
time  with  image  documentation  (2D) 
with  or  without  M-mode  recording; 
complete);  93320  (Doppler 
echocardiography,  pulsed  wave  and/or 
continuous  wave  with  spectral  display; 
complete),  and  93325  (Doppler 
echocardiography  color  flow  velocity 
mapping).  Therefore,  in  CY  2008,  the 
service  described  in  CY  2009  by  new 


CPT  code  93306  was  reported  with  three 
CPT  codes,  specifically  CPT  codes 
93307,  93320,  and  9332^.' For  CY  20O8, 
the  hospital  received  separate  payment 
for  CPT  code  93307  through  APC  0269 
(Level  II  Echocardiogram  Without 
Contrast  Except  Transesophageal),  into 
which  payment  for  the  other  two 
services  was  packaged.  The  revised  CY 
2009  descriptor  of  CPT  code  93307 
(Echocardiography,  transthoracic,  real¬ 
time  with  image  documentation  (2D), 
includes  M-  mode  recording,  when 
performed,  complete,  without  spectral 
or  color  Doppler  echocardiography) 
explicitly  excludes  services  described 
by  CPT  codes  93320  and  93325. 

To  estimate  the  hospital  costs  of  CPT 
codes  93306  and  93307  based  on  their 
CY  2009  descriptors  and  the 
corresponding  HCPCS  codes  C8929  and 
C8923  for  CY  2009,  we  used  claims  data 
from  CY  2007.  As  described  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68542  through 
68544),  we  manipulated  our  CY  2007 
single  and  “pseudo”  single  claims  data 
to  simulate  the  new  CY  2009  definitions 
of  these  services.  Specifically,  we 
selected  claims  for  CPT  code  93307  on 
which  CPT  codes  93320  and  93325  were 
also  present  and  we  treated  the  summed 
costs  on  these  claims  as  if  they  were  a 
single  procedure  claim  for  CPT  code 
93306.  Similarly,  we  selected  single 
claims  for  CPT  code  93307  to  reflect  the 
newly  revised  descriptor  for  CY  2009; 
that  is,  we  included  those  claims  where 
CPT  code  93307  was  not  billed  with 
packaged  CPT  code  93320  or  CPT  code 
93325  on  the  same  claim.  We  then 
applied  our  CY  2009  methodology  for 
calculating  HCPCS  code-specific 
median  costs  for  these 
echocardiography  procedures  with  and 
without  contrast  by  dividing  the  new  set 
of  claims  for  CPT  codes  93306  and 
93307  into  those  billed  with  and 
without  contrast  agents.  We  assigned 
the  costs  for  simulated  CPT  codes  93306 
and  93307  reported  without  contrast  to 
those  CPT  codes.  We  then  assigned  the 
costs  for  simulated  CPT  codes  93306 
and  93307  reported  with  contrast  to  new 
HCPCS  code  C8929  (Transthoracic 
echocardiography  with  contrast,  or 
without  contrast  followed  by  with 
contrast,  real-time  with  image 
documentation  (2D),  includes  M-mode 
recording,  when  performed,  complete, 
with  spectral  Doppler 
echocardiography,  and  with  color  flow 
Doppler  echocardiography)  and  revised 
HCPCS  code  C8923  (Transthoracic 
echocardiography  with  contrast,  or 
without  contrast  followed  by  with 
contrast,  real-time  with  image 
documentation  (2D),  includes  M-mode 


recording,  when  performed,  complete, 
without  spectral  or  color  Doppler 
echocardiography),  respectively.  In  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period,  we  assigned  these  CPT 
and  HCPCS  codes  to  APCs  for  CY  2009 
based  on  their  simulated  median  costs 
and  clinical  characteristics.  New  CY 
2009  CPT  code  93306  and  HCPCS  code 
C8929  were  assigned  comment  indicator 
“Nl”  in  that  final  rule,  to  signify  that 
they  were  new  codes  whose  interim 
final  OPPS  treatment  was  open  to 
comment  on  that  final  rule. 

This  CY  2010  proposed  rule  is  the 
first  opportunity  that  we  have  claims 
data  available  from  hospitals  for 
echocardiography  services  performed 
with  contrast  (or  without  contrast 
followed  by  with  contrast)  and  reported 
with  HCPCS  codes  C8921  through 
C8928.  With  the  exception  of  HCPCS 
code  C8923,  which  had  a  significant 
change  in  its  code  descriptor  for  CY 
200^,  we  are  proposing  to  use  our 
standard  methodology  to  set  the  CY 
2010'OPPS  payment  rates  for  these 
echocardiography  services  performed 
with  contrast,  taking  into  consideration 
their  HCPCS  code-specific  median  costs 
from  CY  2008  claims. 

For  CY  2010  ratesetting,  we  are 
proposing  to  employ  an  alternative 
ratesetting  methodology  for  CPT  codes 
93306  and  93307  and  HCPCS  codes 
C8929  and  C8923  that  is  similar  to  the 
approach  we  used  for  CY  2009  in  order 
to  account  for  the  new  codes  and 
revised  code  descriptors  for  which  CY 
2008  data  are  unavailable.  However,  in 
the  case  of  the  proposed  CY  2010  cost 
estimation,  our  CY  2008  claims  for  CPT 
code  93307  are  only  for  services 
performed  without  contrast,  and  we 
have  CY  2008  claims  for  HCPCS  C8923 
for  the  comparable  services  performed 
with  contrast.  Specifically,  we  selected 
claims  for  CPT  code  93307  on  which 
CPT  codes  93320  and  93325  were  also 
present  and  we  treated  the  summed 
costs  on  these  claims  as  if  they  were  a 
single  procedure  claim  for  CPT  code 

93306  in  order  to  simulate  the  median 
cost  for  CPT  code  93306,  for  which  CY 
2008  claims  data  are  not  available.  We 
then  selected  single  claims  for  CPT  code 

93307  to  reflect  the  newly  revised 
descriptor  for  CY  2009;  that  is,  we 
included  those  claims  where  CPT  code 
93307  was  not  billed  with  either 
packaged  CPT  code  93320  or  CPT  code 
93325  on  the  same  claim  in  order  to 
simulate  an  appropriate  CY  2010 
proposed  median  cost  for  CPT  code 
93307.  We  assigned  the  costs  of  HCPCS 
code  C8923  when  reported  with  CPT 
codes  93320  and  93325  to  HCPCS  code 
C8929  and  the  costs  of  HCPCS  code 
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C8923  when  reported  without  CPT  code 
93320  or  93325  to  HCffCS  code  C8923. 

Following  publication  of  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period,  several  stakeholders  brought  a 
number  of  concerns  to  our  attention, 
including  the  interim  APC  assipiment 
of  new  CPT  code  93351 
(Echocardiography,  transthoracic,  real¬ 
time  with  image  documentation  (2D), 
includes  M-mode  recording,  when 
performed,  during  rest  and 
cardiovascular  stress  test  using 
treadmill,  bicycle  exercise  and/or 
pharmacologically  induced  stress,  with 
interpretation  and  report;  including 
performance  of  continuous 
electrocardiographic  monitoring,  with 
physician  supervision)  and  the 
corresponding  new  HCPCS  code  C8930 
(Transthoracic  echocardiography,  with 
contrast,  or  without  contrast  followed 
by  with  contrast,  real-time  with  image 
documentation  (2D),  includes  M-mode 
recording,  when  performed,  diuing  rest 
and  cardiovascular  stress  test  using 
treadmill,  bicycle  exercise  and/or 
pharmacologically  induced  stress,  with 
interpretation  and  report:  including 
performance  of  continuous 
electrocardiographic  monitoring,  with 
physician  supervision).  These 
stakeholders  noted  that  new  CY  2009 
CPT  code  93351  was  created  to  include 
the  services  reported  previously  by  CPT 
codes  93015  (Cardiovascular  stress  test 
using  maximal  or  submaximal  treadmill 
or  bicycle  exercise,  continuous 
electrocardiographic  monitoring,  and/or 
pharmacological  stress;  with  physician 
supervision,  with  interpretation  and 
report)  and  93350  (Echocardiography, 
transthoracic,  real-time  with  image 
documentation  (2D),  includes  M-mode 
recording,  when  performed,  during  rest 
and  cardiovascular  stress  test  using 
treadmill,  bicycle  exercise  and/or 
pharmacologically  induced  stress,  with 
interpretation  and  report).  Because  new 
CY  2009  CPT  code  93351  was  meant  to 
include  the  services  previously  reported 


with  both  the  CPT  codes  for  a 
transthoracic  echocardiogram  during 
rest  and  stress  (CPT  code  93350  is 
recognized  xmder  the  OPPS)  and  a 
cardiovascular  stress  test  (CPT  code 
93017  is  recognized  under  the  OPPS, 
rather  than  CPT  code  93015),  these 
stakeholders  disagreed  with  our 
assignments  of  both  CPT  codes  93350 
and  93351  to  APC  0269  for  CY  2009. 

Upon  review  of  these  concerns  and 
our  CY  2008  data,  for  CY  2010,  we  are 
proposing  to  use  an  alternative 
methodology  to  simulate  median  costs 
for  CPT  code  93351  and  corresponding 
HCPCS  code  C8930,  for  which  CY  2008 
claims  data  are  unavailable,  and  for  CPT 
code  93350  and  corresponding  HCPCS 
code  C8928  (Transthoracic 
echocardiography  with  contrast,  or 
without  contrast  followed  by  with 
contrast,  real-time  with  image 
documentation  (2D),  includes  M-mode 
recording,  when  performed,  during  rest 
and  cardiovascular  stress  test  using 
treadmill,  bicycle  exercise  and/or 
pharmacologically  induced  stress,  with 
interpretation  and  report).  That  is,  we 
are  proposing  to  use  claims  that  contain 
both  CPT  codes  93350  and  93017 
(Cardiovascular  stress  test  using 
maximal  or  submaximal  treadmill  or 
bicycle  exercise,  continuous 
electrocardiographic  monitoring,  and/or 
pharmacological  stress;  tracing  only, 
without  interpretation  and  report)  to 
simulate  the  median  cost  for  CPT  code 
93351.  We  also  are  proposing  to  use  the 
remaining  claims  that  contain  CPT  code 
93350  but  that  do  not  contain  CPT  code 
93017  to  develop  the  proposed  CY  2010 
median  cost  for  CPT  code  93350.  We 
identified  over  74,000  CY  2008  claims 
with  both  CPT  code  93350  and  CPT 
code  9301 7  on  the  same  date  of  service 
and  no  other  separately  paid  services 
appearing  on  the  same  date  after 
applying  our  bypass  processing  logic, 
discussed  in  section  II.A.l.b.  of  this 
proposed  rule,  that  we  modified  to  treat 
CPT  codes  93350  and  code  93017  as  a 


single  service.  We  calculated  a  proposed 
median  cost  of  approximately  $604. 
Therefore,  for  CY  2010,  we  are 
proposing  to  reassign  CPT  code  93351  to 
revised  APC  0270  (Level  III 
Echocardiogram  Without  Contrast) 
which  has  a  proposed  APC  median  cost 
of  approximately  $596.  We  are 
proposing  to  continue  to  assign  CPT 
code  93350  to  APC  0269,  which  has  a 
proposed  APC  median  cost  of 
approximately  $456,  based  on  its 
HCPCS  code-specific  median  cost  of 
approximately  $406  based  on 
approximately  11,000  single  claims. 
Furthermore,  we  are  proposing  to  use 
claims  for  HCPCS  code  C8928  that  are 
reported  with  CPT  code  93017  on  the 
same  claim  to  simidate  the  CY  2010 
median  cost  for  HCPCS  code  C8930.  We 
identified  over  4,000  claims  with  both 
HCPCS  code  C8930  and  CPT  code  93017 
on  the  same  date  of  service  and  no  other 
separately  paid  services  appearing  on 
the  same  date  after  applying  our  bypass 
processing  logic,  discussed  in  section 
II.A.l.b.  of  this  proposed  rule,  that  we 
modified  to  treat  HCPCS  code  C8930 
and  CPT  code  93017  as  a  single  service. 
We  calculated  a  HCPCS  code-specific 
median  cost  of  approximately  $706. 
Therefore,  we  are  proposing  to  continue 
to  assign  HCPCS  code  C8930  to  APC 
0128  with  a  proposed  APC  median  cost 
of  approximately  $660.  We  also  are 
proposing  to  continue  to  assign  HCPCS 
code  C8928  to  APC  0128,  based  on  its 
HCPCS  code-specific  median  cost  of 
approximately  $595  based  on 
approximately  1,000  single  claims. 

Table  6  below  shows  CY  2009  CPT 
codes  for  billing  echocardiography 
services  without  contrast,  their 
proposed  APC  as^gnments  for  CY  2010, 
and  the  corresponding  HCPCS  codes  for 
use  when  echocardiography  services  are 
performed  with  contrast  (or  without 
contrast  followed  by  with  contrast), 
along  with  their  projmsed  APC 
assignments  for  CY  2010. 

BILLING  CODE  4120-01-P 
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TABLE  6.-PROPOSED  OPPS  HCPCS  CODES  FOR  BILLING 
ECHOCARDIOGRAPHY  SERVICES 


Echocardiography  Without  Contrast 

Echocardiography  With  Contrast 

CY 

2009 

HCPCS 

Proposed 
CY  2010 

CY 

2009 

HCPCS 

Proposed 
CY  2010 

Code 

CY  2009  Descriptor 

APC 

Code 

CY  2009  Descriptor 

APC 

93303 

Transthoracic 
echocardiography  for 
congenital  cardiac 
anomalies;  complete 

0270 

C8921 

Transthoracic 
echocardiography  with 
contrast,  or  without 
contrast  followed  by  with 
contrast,  for  congenital 
cardiac  anomalies; 
complete 

0128 

93304 

Transthoracic 
echocardiography  for 
congenital  cardiac 
anomalies;  follow-up  or 
limited  study 

0269 

C8922 

Transthoracic 
echocardiography  with 
contrast,  or  without 
contrast  followed  by  with 
contrast,  for  congenital 
cardiac  anomalies; 
follow-up  or  limited 
study 

0128 

93306 

Echocardiogr^hy, 
transthoracic  real-time 
with  image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  complete,  with 
spectral  Doppler 
echocardiography,  and 
with  color  flow  Doppler 
echocardiography 

0269 

C8929 

Transthoracic 
echocardiography  with 
contrast,  or  without 
contrast  followed  by  with 
contrast,  real-time  with 
image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  complete, 
with  spectral  Doppler 
echocardiography,  and 
with  color  flow  Doppler 
echocardiography 

0128 
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Echocardiography  Without  Contrast 


Echocardiography  With  Contrast 


CY 

2009 

HCPCS 

Code 

CY  2009  Descriptor 

Proposed 
CY  2010 
APC 

CY 

2009 

HCPCS 

Code 

CY  2009  Descriptor 

Proposed 
CY  2010 
APC 

93307 

Echocardiography, 
transthoracic,  real-time 
with  image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  complete, 
without  spectral  or  color 
Doppler  echocardiography 

0697 

C8923 

Transthoracic 
echocardiography  with 
contrast,  or  without 
contrast  followed  by  with 
contrast,  real-time  with 
image  documentation 
(2D),  includes  M-mode 
recording,  when 
perfomed,  complete, 
without  spectral  or  color 
Doppler 

echocardiography 

0128 

93308 

Echocardiography, 
transthoracic,  real-time 
with  image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  follow-up  or 
limited  study  . 

0697 

C8924 

Transthoracic 
echocardiography  with 
contrast,  or  without 
contrast  followed  by  with 
contrast,  real-time  with 
image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  follow-up  or 
limited  study 

0128 

93312 

Echocardiography, 
transesophageal,  real  time . 
with  image  documentation 
(2D)  (with  or  without  M- 
mode  recording); 
including  probe 
placement,  image 
acquisition,  interpretation 
and  report 

0270 

C8925 

Transesophageal 
echocardiography  (TEE) 
with  contrast,  or  without 
contrast  followed  by  with 
contrast,  real  time  with 
image  documentation 
(2D)  (with  or  without  M- 
mode  recording); 
including  probe 
placement,  image 
acquisition,  interpretation 
and  report 

0128 

93313 

Echocardiography, 
transesophageal,  real  time 
with  image  documentation 
(2D)  (with  or  without  M- 
mode  recording); 

0269 

No  corresponding  C-code 

35274 


Federal  Register /Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


Echocardiography  Without  Contrast 

Echocardiography  With  Contrast 

CY 

2009 

HCPCS 

Code 

CY  2009  Descriptor 

Proposed 
CY  2010 
APC 

CY 

2009 

HCPCS 

Code 

CY  2009  Descriptor 

Proposed 
CY  2010 
APC 

placement  of 
transesophageal  probe 
only 


Transesophageal 
echocardiography  for 
congenital  cardiac 
anomalies;  including 
probe  placement,  image 
acquisition,  interpretation 
and  report 


93316  Transesophageal 

echocardiography  for 
congenital  cardiac 
anomalies;  placement  of 
transesophageal  probe 
only 


93318  Echocardiography, 

transesophageal  (TEE)  for 
monitoring  purposes, 
including  probe 
placement,  real  time  2- 
dimensional  image 
acquisition  and 
interpretation  leading  to 
ongoing  (continuous) 
assessment  of 
(dynamically  changing) 
cardiac  pumping  function 
and  to  therapeutic 
measures  on  an  immediate 
time  basis 


Transesophageal 
echocardiography  (TEE) 
with  contrast,  or  without 
contrast  followed  by  with 
contrast,  for  congenital 
cardiac  anomalies; 
including  probe 
placement,  image 
acquisition,  interpretation 
and  report 


No  corresponding  C-code 


C8927  Transesophageal 

echocardiography  (TEE) 
with  contrast,  or  without 
contrast  followed  by  with 
contrast,  for  monitoring 
purposes,  including 
probe  placement,  real 
time  2-dimensional 
image  acquisition  and 
interpretation  leading  to 
ongoing  (continuous) 
assessment  of 
(dynamically  changing) 
cardiac  pumping  flmction 
and  to  therapeutic 
measures  on  an 
immediate  time  basis 
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Echocardiography  Without  Contrast 


Echocardiography  With  Contrast 


CY 

2009 

HCPCS 

Code 

i 

CY  2009  Descriptor 

Proposed 
CY  2010 
APC 

CY 

2009 

HCPCS 

Code 

CY  2009  Descriptor 

Proposed 

CY2010 

APC 

93350 

Echocardiography, 

0269 

C8928 

Transthoracic 

0128 

transthoracic,  real-time 
with  image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  during  rest  and 
cardiovascular  stress  test 
using  treadmill,  bicycle 
exercise  and/or 
pharmacologically 
induced  stress,  with 
interpretation  and  report 


93351  Echocardiography, 

transthoracic,  real-time 
with  image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  during  rest  and 
cardiovascular  stress  test 
using  treadmill,  bicycle 
exercise  and/or 
pharmacologically 
induced  stress,  with 
interpretation  and  report; 
including  performance  of 
continuous 
electrocardiographic 
monitoring,  with 
physician  supervision 


echocardiography  with 
contrast,  or  without 
contrast  followed  by  with 
contrast,  real-time  with 
image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  during  rest 
and  cardiovascular  stress 
test  using  treadmill, 
bicycle  exercise  and/or 
pharmacologically 
induced  stress,  with 
interpretation  and  report 


C8930  Transthoracic 

echocardiography,  with 
contrast,  or  without 
contrast  followed  by  with 
contrast,  real-time  with 
image  documentation 
(2D),  includes  M-mode 
recording,  when 
performed,  during  rest 
and  cardiovascular  stress 
test  using  treachnill, 
bicycle  exercise  and/or 
pharmacologically 
induced  stress,  with 
interpretation  and  report; 
including  performance  of 
continuous 
electrocardiographic 
monitoring,  with 
physician  supervision 


BILLING  CODE  41 20-01 -C 


Finally,  for  CY  2010,  based  upon  our 
proposed  APC  configurations,  we  also 
are  proposing  to  revise  the  titles  of  our 


existing  series  of  echocardiography  codes  C8921  through  C8930  that  are 

APCs  to  more  accmately  describe  the  assigned  to  these  APCs.  We  are 

groups  of  services  identified  by  CPT  proposing  to  rename  APCs  0269,  0270, 
codes  93303  through  93352  and  HCPCS  and  0697  as  described  in  Table  7  below. 
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Table  7— Proposed  CY  2010  Echocardiography  APCs 


0128 

0269 

0270 

0697 


Proposed  CY  2010  APC 


Proposed  CY  2010  APC  title 


Proposed  CY 
2010  approximate 
APC  median  cost 


Echocardiogram  With  Contrast . 

Level  II  Echocardiogram  Without  Contrast . 
Level  III  Echocardiogram  Without  Contrast 
Level  I  Echocardiogram  Without  Contrast .. 


$660 

456 

596 

263 


(5)  Nuclear  Medicine  Services 

In  CY  2008,  we  began  packaging 
payment  for  diagnostic 
radiopharmaceuticals  into  the  payment 
for  the  associated  nuclear  medicine 
procedure.  (For  a  discussion  regarding 
the  distinction  between  diagnostic  and 
therapeutic  radiopharmaceuticals,  we 
refer  readers  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  at  72  FR 
66636.)  Prior  to  the  implementation  of 
this  policy,  diagnostic 
radiopharmaceuticals  were  subject  to 
the  standard  OPPS  drug  packaging 
methodology  whereby  payments  are 
packaged  when  the  estimated  mean  per 
day  product  costs  fall  at  or  below  the 
annual  packaging  threshold  for  drugs, 
biologicals  (other  than  implantable 
biologicals),  and  radiopharmaceuticals. 

Pa^aging  costs  into  a  single  aggregate 
payment  for  a  service,  encounter,  or 
episode-of-care  is  a  fundamental 
principle  that  distinguishes  a 
prospective  payment  system  fi:om  a  fee 
schedule.  In  general,  packaging  the  costs 
of  supportive  items  and  services  into  the 
payment  for  the  independent  procedure 
or  service  with  which  they  are 
associated  encourages  hospital 
efficiencies  and  also  enables  hospitals  to 
manage  their  resources  with  maximum 
flexibility.  Ail  nuclear  medicine 
procedures  require  the  use  of  at  least 
one  radiopharmaceutical  or  other 
radiolabeled  product,  and  there  are  only 
a  small  number  of  radiopharmaceuticals 
that  may  be  appropriately  billed  with 
each  diagnostic  nuclear  medicine 
procedme.  For  the  OPPS,  we 
distinguish  diagnostic 
radiopharmaceuticals  ft-om  therapeutic 
radiopharmaceuticals  for  payment 
purposes,  and  this  distinction  is 
recognized  in  the  Level  II  HCPCS  codes 
for  diagnostic  radiopharmaceuticals  that 
include  the  term  “diagnostic”  along 
with  a  radiopharmaceutical  in  their 
HCPCS  code  descriptors.  As  we  stated 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66635),  we 
believe  that  our  policy  to  package 
payment  for  diagnostic 
radiopharmaceuticals  (other  than  those 
already  packaged  when  their  per  day 
costs  are  below  the  packaging  threshold 
for  OPPS  drugs,  biologicals,  and^ 


radiopharmaceuticals)  is  consistent  with 
OPPS  packaging  principles,  provides 
greater  administrative  simplicity  for 
hospitals,  and  encourages  hospitals  to 
use  the  most  clinically  appropriate  and 
cost  efficient  diagnostic 
radiopharmaceutical  for  each  study.  For 
more  background  on  this  policy,  we 
refer  readers  to  discussions  in  the  CY 
2008  OPPS/ASC  proposed  rule  (72  FR 
42667  through  42672)  and  the  CY  2008  • 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66635  through  66641). 

For  CY  2008  ratesetting,  we  used  only 
claims  for  nuclear  medicine  procedures 
that  contained  a  diagnostic 
radiopharmaceutical  in  calculating  the 
median  costs  for  APCs  that  include 
nuclear  medicine  procedxires  (72  FR 
66639).  This  is  similar  to  the  established 
methodology  used  for  device¬ 
dependent  APCs  before  claims  reflecting 
the  procedure-to-device  edits  were 
included  in  our  claims  data.  For  CY 
2008,  we  also  implemented  claims 
processing  edits  (called  procedure-to- 
radiolabeled  product  edits)  requiring  the 
presence  of  a  radiopharmaceutical  (or 
other  radiolabeled  product)  HCPCS  code 
when  a  separately  payable  nuclear 
medicine  procedure  is  present  on  a 
claim.  Similar  to  our  practice  regarding 
the  procedure-to-device  edits  that  have 
been  in  place  for  some  time,  we 
continually  review  comments  and 
requests  for  changes  related  to  these 
edits  and,  based  on  our  review,  may 
update  the  edit  list  during  our  quarterly 
update  process  if  necessary.  The 
radiolabeled  product  and  procedure 
HCPCS  codes  that  are  included  in  these 
edits  can  be  viewed  on  the  CMS  Web 
site  at:  http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
01_overview.asp. 

The  CY  2008  OPPS  claims  that  are 
subject  to  the  procedure-to-radiolabeled 
product  edits  were  not  available  for 
setting  payment  rates  in  CY  2009. 
Therefore,  as  described  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68545),  we  continued  to 
use  our  established  CY  2008 
methodology  for  setting  the  payment 
rates  for  APCs  that  included  nuclear 
medicine  procedures  for  CY  2009.  We 
used  an  updated  list  of  radiolabeled 


products,  including  but  not  limited  to 
diagnostic  radiopharmaceuticals,  from 
the  procedure-to-radiolabeled  product 
edit  file  to  identify  single  and  “pseudo” 
single  claims  for  nuclear  medicine 
procedures  that  also  included  at  least 
one  eligible  radiolabeled  product.  Using 
this  subset  of  claims,  we  followed  our 
standard  OPPS  ratesetting  methodology 
to  calculate  median  costs  for  nuclear 
medicine  procedures  and  their 
associated  APCs.  As  in  CY  2008,  when 
we  set  APC  median  costs  based  on 
single  and  “pseudo”  single  claims  that 
also  included  at  least  one  radiolabeled 
product  on  our  edit  file,  we  observed  an 
equivalent  or  higher  median  cost  than 
that  calculated  from  all  single  and 
“pseudo”  single  bills.  We  believe  that 
this  methodology  appropriately  ensured 
that  the  costs  of  diagnostic 
radiopharmaceuticals  were  included  in 
the  CY  2009  ratesetting  process  for  these 
APCs. 

As  discussed  in  section  II.A.4.b.(l)  of 
this  proposed  rule,  during  the 
September  2007  APC  Panel  meeting,  the 
APC  Panel  requested  that  CMS  evaluate 
the  impact  of  expanded  packaging  on 
beneficiaries.  Also,  during  the  March 

2008  APC  Panel  meeting,  the  APC  Panel 
requested  that  CMS  report  to  the.APC 
Panel  at  the  first  meeting  in  CY  2009 
regarding  the  impact  of  packaging  on 
net  payments  for  patient  care.  In 
response  to  these  requests,  we  shared 
data  with  the  APC  Panel  at  the  February 

2009  APC  Panel  meeting  that  compared 
the  firequency  of  the  billing  of  diagnostic 
radiopharmaceuticals  billed  under  the 
OPPS  in  CY  2007,  before  the  packaging 
of  all  diagnostic  radiopharmaceuticals 
went  into  effect,  to  the  firequency  of  the 
billing  of  those  same  products  in 
CY2008,  their  first  year  of  packaged 
payment.  We  also  reviewed  information 
about  the  aggregate  payment  for 
diagnostic  radiopharmaceuticals  and 
nuclear  medicine  procedures  during 
those  same  2  years.  A  summary  of  these 
data  analyses  is  provided  in  section 
II.A.4.b.(l)  of  this  proposed  rule. 

In  addition  to  these  aggregate  analyses 
of  total  ft’equency  and  payment,  we  also 
presented  our  analyses  of  the  number  of 
hospitals  performing  nuclear  medicine 
scans  and  the  specific  diagnostic 
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radiopharmaceuticals  appearing  with 
cardiac  and  tumor  imaging  nuclear 
medicine  procedures,  excluding 
positron  emission  tomography  (PET) 
scans,  by  classes  of  hospitals  between 
the  CY  2007  claims  processed  through 
September  30,  2007  and  the  CY  2008 
claims  processed  through  September  30, 
2008.  At  the  March  2008  APC  Panel 
meeting,  the  APC  Panel  also 
recommended  that  we  evaluate  the 
usage  and  frequency,  geographic 
distribution,  and  size  and  type  of 
hospitals  performing  nuclear  medicine 
studies  using  radioisotopes  to  assess 
beneficiaries’  access  and  that  we  present 
these  analyses  at  the  first  APC  Panel 
meeting  in  CY  2009.  The  number  of  all 
hospitals  reporting  any  nuclear 
medicine  procedure  declined  by  2 
percent  between  the  CY  2007  claims 
data  and  the  CY  2008  claims  data. 

Across  several  classes  of  hospitals 
(urban  and  rural,  teaching  and 
nonteaching,  and  small  and  large  OPPS 
service  volume),  the  number  of 
hospitals  billing  any  nuclear  medicine 
procedure  declined  by  up  to  4  percent 
over  that  same  time  period.  With  regard 
to  the  specific  diagnostic 
radiopharmaceuticals  reported  with 
cardiac  and  tumor  imaging  nuclear 
medicine  procedure,  we  generally 
observed  comparable  distributions  of 
radiopharmaceuticals  between  the  CY 
2007  claims  data  and  the  CY  2008 
claims  data.  However,  the  utility  of  this 
analysis  was  limited  due  to  the 
introduction  of  the  procedure-to- 
radiolabeled  product  claims  processing 
edits  discussed  above.  There  are  nuclear 
medicine  procedures  reported  with  a 
diagnostic  radiopharmaceutical  HCPCS 
code  on  the  CY  2008  claims  that  would 
have  not  necessarily  been  billed  with  a 
diagnostic  radiopharmaceutical  HCPCS 
code  on  the  CY  2007  claims. 
Specifically,  we  observed  an  increase  in 
billing  for  many  radiopharmaceuticals, 
some  new  and  costly,  between  the  CY 
2007  claims  data  and  the  CY  2008 
claims  data.  We  do  not  know  how  much 
of  this  was  attributable  to  changes  in 
hospitals’  use  of  radiopharmaceuticals 
or  to  the  CY  2008  introduction  of  the 
procedure-to-radiolabeled  product  edits 
that  require  a  radiolabeled  product  on 
the  claim  for  payment  of  the  nuclear 
medicine  procedure.  With  the  exception 
of  the  notable  increases  in  the 
frequencies  of  certain 
radiopharmaceutical  HCPCS  codes  that 
potentially  resulted  from  the 
introduction  of  these  edits,  in  general, 
hospital  billing  patterns  for  diagnostic 
radiopharmaceuticals  associated  with 
cardiac  and  tumor  imaging  nuclear 
medicine  scans  did  not  change 


dramatically  between  CY  2007  and  CY 
2008  for  all  hospitals  and  classes  of 
hospitals.  We  concluded  that  very  few 
hospitals  stopped  providing  nuclear 
medicine  procedures  as  a  result  of  our 
CY  2008  policy  to  package  payment  for 
diagnostic  radiopharmaceuticals  and 
that,  in  general,  hospitals  did  not 
decrease  their  use  of  expensive 
radiopharmaceuticals. 

As  a  result  of  the  discussions  of  the 
APC  Panel  following  our  presentation  of 
the  analyses  of  the  impact  of  packaging 
payment  for  all  diagnostic 
radiopharmaceuticals  in  the  OPPS,  the 
APC  Panel  further  recommended  that 
CMS  continue  to  analyze  the  impact  on 
beneficiaries  of  increased  packaging  of 
diagnostic  radiopharmaceuticals  and 
provide  more  detailed  analyses  at  the 
next  APC  Panel  meeting.  Further,  the 
APC  Panel  requested  that,  in  the  more 
detailed  analyses  of  packaging  of 
diagnostic  radiopharmaceuticals  by  type 
of  nuclear  medicine  scan,  CMS  analyze 
the  data  according  to  the  specific  CPT 
codes  billed  with  the  diagnostic 
radiopharmaceuticals.  We  are  accepting 
the  APC  Panel’s  recommendation  and 
will  provide  additional  data  to  the  APC 
Panel  at  an  upcoming  meeting. 

For  CY  2010  ratesetting,  we  are  able 
to  use  CY  2008  OPPS  claims  that  were 
subject  to  the  procedure-to-radiolabeled 
product  claims  processing  edits 
incorporated  into  the  I/OCE  prior  to 
payment  of  claims  in  order  to  develop 
single  and  “pseudo”  single  claims  for 
nuclear  medicine  procedures  according 
to  our  standard  methodology.  We 
believe  that  using  the  CY  2008  claims 
for  these  services  without  further 
editing  for  the  presence  of  a 
radiolabeled  product  is  now  appropriate 
for  CY  2010  because  these  claims  reflect 
all  possible  relationships  between  the 
nuclear  medicine  procedures  and  their 
associated  radiolabeled  products  that 
we  have  accommodated  for  payment  of 
nuclear  medicine  procedures.  Moreover, 
as  we  indicated  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68548  through  68549),  in  the  rare 
circumstance  where  a  diagnostic 
radiopharmaceutical  is  not  provided  in 
association  with  a  nuclear  medicine 
procedure,  for  example,  because  a 
beneficiary  receives  a  therapeutic 
radiopharmaceutical  as  part  of  a 
hospital  inpatient  stay  and  then  returns 
to  the  HOPD  for  a  nuclear  medicine 
sccm  without  needing  a  diagnostic 
radiopharmaceutical  to  be  administered 
again  for  the  study,  we  believe  it  is 
appropriate  to  use  these  claims  for 
ratesetting  purposes.  We  believe  that 
just  as  these  situations  are 
representative  of  the  performance  of  a 
nuclear  medicine  scan,  it  is  also 


appropriate  to  include  them  for 
ratesetting  purposes. 

(6)  Hyperbaric  Oxygen  Therapy 
Since  the  implementation  of  the  OPPS 
in  August  2000,  the  OPPS  has 
recognized  HCPCS  code  Cl  300 
(Hyperbaric  oxygen  under  pressure,  full 
body  chamber,  per  30  minute  interval) 
for  hyperbaric  oxygen  therapy  (HBOT) 
provided  in  the  hospital  outpatient 
setting.  In  the  CY  2005  OPPS  final  rule 
with  comment  period  (69  FR  65758 
through  65759),  we  finalized  a  “per 
unit”  median  cost  calculation  for  APC 
0659  (Hyperbaric  Oxygen)  using  only 
claims  with  multiple  units  or  multiple 
occurrences  of  HCPCS  code  Cl 300 
because  delivery  of  a  typical  HBOT 
service  requires  more  than  30  minutes. 
We  observed  that  claims  with  only  a 
single  occurrence  of  the  code  were 
anomalies,  either  because  they  reflected 
terminated  sessions  or  because  they 
were  incorrectly  coded  with  a  single 
unit.  In  the  same  rule,  we  also 
established  that  HBOT  would  not 
generally  be  furnished  with  additional 
services  that  might  be  packaged  under 
the  standard  OPPS  APC  median  cost 
methodology.  This  enabled  us  to  use 
claims  with  multiple  units  or  multiple 
occurrences.  Finally,  we  also  used  each 
hospital’s  overall  CCR  to  estimate  costs 
for  HCPCS  code  Cl 300  from  billed 
charges  rather  than  the  CCR  for  the 
respiratory  therapy  or  other 
departmental  cost  centers.  The  public 
comments  on  the  CY  2005  OPPS 
proposed  rule  effectively  demonstrated 
that  hospitals  report  the  costs  and 
charges  for  HBOT  in  a  wide  variety  of 
cost  centers.  Since  CY  2005,  we  have 
used  this  methodology  to  estimate  the 
median  cost  for  HBOT.  The  median 
costs  of  HBOT  using  this  methodology 
have  been  relatively  stable  for  the  last  4 
years.  We  are  proposing  to  continue 
using  the  same  methodology  to  estimate 
a  “per  unit”  median  cost  for  HCPCS 
code  Cl  300  for  CY  2010  of 
approximately  $108,  using  279,139 
claims  with  multiple  units  or  multiple 
occurrences. 

(7)  Payment  for  Ancillary  Outpatient 
Services  When  Patient  Expires  (-CA 
Modifier) 

In  the  November  1,  2002  final  rule 
with  comment  period  (67  FR  66798),  we 
discussed  the  creation  of  the  new 
HCPCS  -CA  modifier  to  address 
situations  where  a  procedure  on  the 
OPPS  inpatient  list  must  be  performed 
to  resuscitate  or  stabilize  a  patient 
(whose  status  is  that  of  an  outpatient) 
with  an  emergent;  life-threatening 
condition,  and  the  patient  dies  before 
being  admitted  as  an  inpatient.  In 
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Transmittal  A-02-129,  issued  on 
January  3,  2003,  we  instructed  hospitals 
on  the  use  of  this  modifier.  For  a  ' 
complete  description  of  the  history  of 
the  policy  and  the  development  of  the 
payment  methodology  for  these 
services,  we  refer  readers  to  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  {71  FR  68157  through  68158). 

For  CY  2010,  we  are  proposing  to 
continue  to  use  our  established 
ratesetting  methodology  for  calculating 
the  median  cost  of  APC  0375  (Ancillary 
Outpatient  Services  When  Patient 
Expires)  and  to  continue  to  make  one 
payment  under  APC  0375  for  the 
services  that  meet  the  specific 
conditions  for  using  modifier  -CA.  We 
are  proposing  to  calculate  the  relative 
payment  weight  for  APC  0375  by  using 
all  claims  reporting  a  status  indicator 


“C”  procedure  appended  with  the  -CA 
modifier,  using  estimated  costs  from 
claims  data  for  line-items  with  a  HCPCS 
code  assigned  status  indicator  “G,”  “H,” 
“K,”  “N,”  “Ql,”  “Q2,”  “Q3,”  “R,”  “S,” 
“T,”  “U,”  “V,”  and  “X”  and  charges  for 
packaged  revenue  codes  without  a 
HCPCS  code.  We  continue  to  believe 
that  this  methodology  results  in  the 
most  appropriate  aggregate  median  cost 
for  the  ancillary  services  provided  in 
these  unusual  clinical  situations. 

We  believe  that  hospitals  are 
reporting  the  -CA  modifier  according  to 
the  policy  initially  established  in  CY 
2003.  We  note  that  the  claims  frequency 
for  APC  0375  has  been  decreasing  over 
the  past  few  years.  For  this  proposed 
rule,  there  are  only  131  claims  for  this 
APC.  Although  the  median  cost  for  APC 
0375  has  increased  in  recent  years,  the 


median  in  the  data  for  this  proposed 
rule  is  only  slightly  higher  than  the  final 
median  cost  for  CY  2009.  Variation  in 
the  median  cost  for  APC  0375  is 
expected  because  of  the  small  number  of 
claims  and  because  the  specific  cases 
are  grouped  by  the  presence  of  the  -CA 
modifier  appended  to  an  inpatient 
procedure  and  not  according  to  the 
standard  APC  criteria  of  clinical  and 
resource  homogeneity.  Cost  variation  for 
APC  0375  from  year  to  year  is 
anticipated  and  acceptable  as  long  as 
hospitals  continue  judicious  reporting 
of  the  -CA  modifier.  Table  8  below 
shows  the  number  of  claims  and  the 
final  median  costs  for  APC  0375  for  CYs 
2007,  2008  and  2009.  For  CY  2010,  we 
are  proposing  a  median  cost  for  APC 
0375  of  approximately  $5,784. 


Table  8— Claims  for  Ancillary  Outpatient  Services  When  Patient  Expires  (-Ca  Modifier)  for  CYs  2007 

Through  2009 


CY  2007 
CY  2008 
CY  2009 


Prospective  payment  year 

Number  of 
claims 

— 

APC  median 
cost 

260 

$3,549 

4,945 

5,545 

183 

168 

e.  Proposed  Calculation  of  Composite 
APC  Criteria-Based  Median  Costs 

As  discussed  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66613),  we  believe  it  is  important 
that  the  OPPS  enhance  incentives  for 
hospitals  to  provide  only  necessary, 
high  quality  care  and  to  provide  that 
care  as  efficiently  as  possible.  For  CY 
2008,  we  developed  composite  APCs  to 
provide  a  single  payment  for  groups  of 
services  that  are  typically  performed 
together  during  a  single  clinical 
encounter  and  that  result  in  the 
provision  of  a  complete  service. 
Combining  payment  for  multiple 
independent  services  into  a  single  OPPS 
payment  in  this  way  enables  hospitals 
to  manage  their  resources  with 
maximiun  flexibility  by  monitoring  and 
adjusting  the  volume  and  efficiency  of 
services  themselves.  An  additional 
advantage  to  the  composite  APC  model 
is  that  we  can  use  data  from  correctly 
coded  multiple  procedure  claims  to 
calculate  payment  rates  for  the  specified 
combinations  of  services,  rather  than 
relying  upon  single  procedure  claims 
which  may  be  low  in  volume  and/or 
incorrectly  coded.  Under  the  OPPS,  we 
currently  have  composite  APC  policies 
for  extended  assessment  and 
management  services,  low  dose  rate 
(LDR)  prostate  brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation  services,  mental  health 


services,  and  multiple  imaging  services. 
We  refer  readers  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  for 
a  full  discussion  of  the  development  of 
the  composite  APC  methodology  (72  FR 
66611  through  66614  and  66650  through 
66652). 

While  we  continue  to  consider  the 
development  and  implementation  of 
larger  payment  bundles,  such  as 
composite  APCs  (a  long-term  policy 
objective  for  the  OPPS),  and  continue  to 
explore  other  areas  where  this  payment 
model  may  be  utilized,  we  are  not 
proposing  any  new  composite  APCs  for 
CY  2010  so  that  we  may  monitor  the 
effects  of  the  existing  composite  APCs 
on  utilization  and  payment.  In  response 
to  om  CY  2009  proposal  to  apply  a 
composite  payment  methodology  to 
multiple  imaging  procedures  provided 
on  the  same  date  of  service,  several 
public  commenters  stated  that  we 
should  proceed  cautiously  as  we  expand 
service  bundling.  They  commented  that 
we  should  not  implement  additional 
composite  methodologies  until  adequate 
data  are  available  to  evaluate  the 
composite  policies’  effectiveness  and 
impact  on  beneficieiry  access  to  care  (73 
FR  68561  through  68562). 

In  response  to  the  concerns  of  the 
public  commenters  and  the  APC  Panel, 
we  reviewed  the  CY  2008  claims  data 
for  claims  processed  through  September 
30,  2008,  for  the  services  in  the 


following  composite  APCs;  APC  8000 
(Cardiac  Electrophysiologic  Evaluation 
and  Ablation  Composite);  APC  8001 
(Low  Dose  Rate  Prostate  Brachytherapy 
Composite);  APC  8002  (Level  I  Extended 
Assessment  and  Evaluation  Composite); 
and  APC  8003  (Level  II  Extended 
Assessment  and  Evaluation  Composite). 
Our  analyses  did  not  consider  inflation, 
changes  in  beneficiary  population,  or 
other  comparable  variables  that  can 
affect  changes  in  aggregate  payment 
from  year  to  year.  We  found  that  the 
average  payment  for  the  package  of 
services  in  both  APC  8000  and  APC 
8001  increased  from  CY  2007,  when 
payments  were  made  for  all  individual 
services,  to  CY  2008  under  the 
composite  payment  methodology.  We 
also  note  that  the  proposed  median 
costs  for  these  composite  APCs  for  CY 
2010  are  higher  than  the  median  costs 
upon  which  the  CY  2009  payments  are 
based.  We  believe  that,  in  part,  this  is 
because  we  are  using  more  claims  data 
for  common  clinical  scenarios  to 
calculate  the  median  costs  of  these 
APCs  than  we  were  prior  to  the 
implementation  of  the  composite 
payment  methodology. 

With  regard  to  APCs  8002  and  8003, 
we  compared  payment  for  all  visits 
appearing  with  observation  services  in 
CY  2007  with  payments  for  all  visits 
appearing  with  observation  services  in 
CY  2008  and  found  that  total  payment 
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for  visits  and  observation  services 
increased  from  approximately  $197 
million  to  $270  million  for  claims 
processed  through  September  30  in  each 
year.  We  attribute  this  increase  in 
payments,  in  part,  to  the  introduction  of 
a  composite  payment  for  visits  and 
observation  through  the  extended 
assessment  and  management  composite 
methodology  that  occiured  for  CY  2008 
and  that  did  not  incorporate  the 
International  Classification  of  Diseases, 
Ninth  Edition,  Clinical  Modification 
(ICD-9-CM)  diagnosis  criteria 
previously  necessary  for  separate 
payment  of  observation. 

We  will  continue  to  review  the  claims 
data  for  the  impact  of  all  of  the 
composite  APCs  on  payments  to 
hospitals  and  on  services  to 
beneficiaries  and  will  take  such  data 
into  consideration  before  proposing  new 
composite  APCs.  As  stated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period,  we  believe  that  we 
prodeeded  with  an  appropriate  level  of 
caution  by  implementing  multiple 
imaging  composite  APCs  as  the  one  new 
composite  APC  policy  for  CY  2009  (73 
FR  68563).  However,  we  do  recognize 
the  concerns  expressed  by  the  public 
commenters  that  moving  ahead  too 
quickly  with  any  nonstandard  OPPS 
payment  methodology  (even  one  such  as 
composite  APCs  that  may  improve  the 
accuracy  of  the  OPPS  payment  rates  by 
utilizing  more  complete  and  valid 
claims  in  ratesetting)  could  have 
unintended  consequences  and  requires 
close  monitoring.  Because  the  multiple 
imaging  composite  APCs  were 
implemented  for  the  first  time  in  CY 
2009,  we  will  not  have  data  available  for 
such  monitoring  imtil  early  CY  2010. 
Therefore,  we  believe  that  it  is  in  the 
best  interest  of  hospitals  and  the 
integrity  of  the  OPPS  that  we  do  not 
propose  any  new  composite  APC 
policies  for  at  least  one  year. 

At  its  February  2009  meeting,  the  APC 
PaneLrecommended  that  CMS  evaluate 
the  implications  of  creating  composite 
APCs  for  cardiac  resynchronization 
therapy  with  a  defibrillator  or 
pacemaker  and  report  its  findings  to  the 
APC  Panel.  While  we  are  not  proposing 
any  new  composite  APCs  for  CY2010, 
we  are  accepting  this  APC  Panel 
recommendation,  and  we  will  evaluate 
the  implications  of  creating  composite 
APCs  for  cardiac  resynchronization 
therapy  services  and  report  oiu  findings 
to  the  APC  Panel  at  a  futiue  meeting. 

We  also  will  consider  bringing  other 
potential  composite  APCs  to  the  APC 
Panel  for  further  discussion. 

For  CY  2010,  we  are  proposing  to 
continue  oiu:  established  composite  APC 
policies  for  extended  assessment  and 


management,  LDR  prostate 
brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  mental  health  services,,  and 
multiple  imaging  services,  as  discussed 
in  sections  II.A.2.e.(l),  II.A.2.e.(2), 
II.A.2.e.(3),  II.A.2.e.(4),  and  II.A.2.e.(5), 
respectively,  of  this  proposed  rule. 

(1)  Extended  Assessment  and 
Management  Composite  APCs  (APCs 
8002  and  8003) 

For  CY  2010,  we  are  proposing  to 
continue  to  include  composite  APC 
8002  (Level  1  Extended  Assessment  and 
Management  Composite)  and  composite 
APC  8003  (Level  II  Extended 
Assessment  and  Management 
Composite)  in  the  OPPS.  For  CY  2008, 
we  created  these  two  new  composite 
APCs  to  provide  payment  to  hospitals  in 
certain  circumstances  when  extended 
assessment  and  management  of  a  patient 
occur  (an  extended  visit).  In  most 
circumstances,  observation  services  are 
supportive  and  ancillary  to  the  other 
services  provided  to  a  patient.  In  the 
circumstances  when  observation  care  is 
provided  in  conjunction  with  a  high 
level  visit  or  direct  referral  and  is  an 
integral  part  of  a  patient’s  extended 
encounter  of  care,  payment  is  made  for 
the  entire  care  encounter  through  one  of 
two  composite  APCs  as  appropriate. 

As  denned  for  the  CY  2008  OPPS, 
composite  APC  8002  describes  an 
encounter  for  care  provided  to  a  patient 
that  includes  a  high  level  (Level  5) 
clinic  visit  or  direct  referral  to 
observation  in  conjunction  with 
observation  services  of  substantial 
duration  (72  FR  66648  through  66649). 
Composite  APC  8003  describes  an 
encounter  for  care  provided  to  a  patient 
that  includes  a  high  level  (Level  4  or  5) 
Type  A  emergency  department  visit,  a 
high  level  (Level  5)  Type  B  emergency 
department  visit  or  critical  care  services 
in  conjunction  with  observation  services 
of  substantial  duration.  HCPCS  code 
G0378  (Observation  services,  per  hour) 
is  assigned  status  indicator  “N,” 
signifying  that  its  payment  is  always 
packaged.  As  noted  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66648  through66649),  the 
Integrated  Outpatient  Code  Editor  (1/ 
OCE)  evaluates  every  claim  received  to 
determine  if  payment  through  a 
composite  APC  is  appropriate.  If 
payment  through  a  composite  APC  is 
inappropriate,  the  I/OCE,  in  conjunction 
with  the  OPPS  Pricer,  determines  the 
appropriate  status  indicator,  APC,  and 
payment  for  every  code  on  a  claim.  The 
specific  criteria  that  must  be  met  for  the 
two  extended  assessment  and 
management  composite  APCs  to  be  paid 
are  provided  below  in  the  description  of 


the  claims  that  were  selected  for  the 
calculation  of  the  proposed  CY  2010 
median  costs  for  these  composite  APCs. 
We  are  not  proposing  to  change  these 
criteria  for  the  CY  2010  OPPS. 

When  we  created  composite  APCs 
8002  and  8003  for  CY  2008,  we  retained 
as  general  reporting  requirements  for  all 
observation  services  those  criteria 
related  to  physician  order  and 
evaluation,  documentation,  and 
observation  beginning  and  ending  time 
as  listed  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66812).  These  are  more  general 
requirements  that  encomage  hospitals  to 
provide  medically  reasonable  and 
necessary  ceire  and  help  to  ensure  the 
proper  reporting  of  observation  services 
on  correctly  coded  hospital  claims  that 
reflect  the  full  charges  associated  with 
all  hospital  resources  utilized  to  provide 
the  reported  services.  We  are  not 
proposing  to  change  these  reporting 
requirements  for  the  CY  2010  OPPS. 
However,  as  discussed  below,  the  APC 
Panel  at  its  February  2009  meeting 
requested  that  CMS  issue  guidance 
clarifying  the  correct  method  for 
reporting  the  starting  time  for 
observation  services.  The  APC  Panel 
noted  that  the  descriptions  of  the  stcul 
time  for  observation  services  located  in 
the  Medicare  Claims  Processing  Manual 
(Pub.  100-4),  Chapter  4,  sections  290.2.2 
through  290.5,  cause  confusion  for 
hospitals.  We  are  accepting  this 
recommendation  and  plan  to  issue 
clarifying  guidance  in  the  Claims 
Processing  Manual  through  a  future 
quarterly  update  of  the  OPPS. 

As  noted  in  detail  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66802  through  66805  and 
66814),  we  saw  a  normal  and  stable 
distribution  of  clinic  and  emergency 
department  visit  levels  in  the  OPPS 
claims  data  through  CY  2006  available 
at  that  time.  We  stated  that  we  did  not 
expect  to  see  an  increase  in  the 
proportion  of  visit  claims  for  high  level 
visits  as  a  result  of  the  new  composite 
APCs  adopted  for  CY  2008.  Similarly, 
we  stated  that  we  expected  that 
hospitals  would  not  purposely  chemge 
their  visit  guidelines  or  otherwise 
upcode  clinic  and  emergency 
department  visits  reported  with 
observation  care  solely  for  the  purpose 
of  composite  payment.  As  stated  in  the 
CY2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66648),  we 
expect  to  carefully  monitor  any  changes 
in  billing  practices  on  a  service-specific 
and  hospital-specific  level  to  determine 
whether  there  is  reason  to  request  that 
Quality  Improvement  Organizations 
(QIOs)  review  the  quality  of  care 
furnished,  or  to  request  that  Benefit 
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Integrity  contractors  or  other  contractors 
review  the  claims  against  the  medical 
record. 

As  noted  above,  we  observed  a  37 
percent  increase  in  total  payments  for 
all  visits  appearing  with  observation 
services  for  claims  processed  through 
September  30  in  CY  2007  and  CY  2008. 
We  believe  this  increase  is,  in  part, 
attributable  to  the  expansion  of  payment 
under  the  extended  assessment  and 
management  composites  to  all  ICD-9- 
CM  diagnoses.  To  confirm  this,  we 
calculated  the  percentage  of  visit 
HCPCS  codes  billed  with  HCPCS  code 
G0378  (Observation  services,  per  hour) 
between  CY  2007  and  CY  2008  and 
compared  the  percentage  associated 
with  visit  codes  included  in  the 
extended  assessment  and  management 
composites  in  each  year.  If  hospitals  had 
inappropriately  changed  their  visit 
reporting  behavior  to  maximize 
payment  through  the  new  composite 
APCs,  we  would  expect  to  see 
significant  changes  in  the  percentage  of 
visit  HCPCS  codes  included  in  the 
composite  APCs  billed  with  observation 
services  relative  to  all  other  visit  HCPCS 
codes  billed  with  observation  services 
between  CY  2007  and  CY  2008.  We  did 
not  observe  a  sizable  increase  in  the 
proportion  of  visit  HCPCS  codes 
included  in  the  composite  APCs  relative 
to  the  proportion  of  all  other  visit 
HCPCS  codes  billed  with  observation 
services.  For  example,  the  percentage  of 
claims  billed  with  CPT  code  99285 
(Emergency  department  visit  for  the 
evaluation  and  management  of  a  patient 
(Level  5))  and  HCPCS  code  G0378  was 
51  percent  in  the  CY  2007  data  and  54 
percent  in  the  CY  2008  data.  Similarly, 
the  percentage  of  claims  billed  with  CPT 
code  99284  (Emergency  department 
visit  for  the  evaluation  and  management 
of  a  patient  (Level  4))  and  HCPCS  code 
G0378  decreased  only  slightly  from  28 
percent  in  the  CY  2007  data  to  27 
percent  in  the  CY  2008  data.  We 
conclude  that  although  the  volume  of 
visits  billed  with  HCPCS  code  G0378 
increased  between  CY  2007  and 
CY2008,  the  overall  pattern  of  billing 
visit  levels  did  not  change  significantly. 
We  will  continue  to  carefully  monitor 
any  changes  in  billing  practices  on  a 
service-specific  and  hospital-specific 
level. 

For  CY  2010,  we  are  proposing  to 
continue  the  extended  assessment  and 
management  composite  APC  payment 
methodology  for  APCs  8002  and  8003. 
As  stated  earlier,  we  also  are  proposing 
to  continue  the  general  reporting 
requirements  for  observation  services 
reported  with  HCPCS  code  G0378.  We 
continue  to  believe  that  the  composite 
APCs  8002  and  8003  and  related 


policies  provide  the  most  appropriate 
means  of  paying  for  these  services.  We 
are  proposing  to  calculate  the  median 
costs  for  APCs  8002  and8003  using  all 
single  and  “pseudo”  single  procedure 
claims  for  CY  2008  that  meet  the  criteria 
for  payment  of  each  composite  APC. 

Specifically,  to  calculate  the  proposed 
median  costs  for  composite  APCs  8002 
and  8003,  we  selected  single  and 
“pseudo”  single  claims  that  met  each  of 
the  following  criteria: 

1.  Did  not  contain  a  HCPCS  code  to 
which  we  have  assigned  status  indicator 
“T”  that  is  reported  with  a  date  of 
service  1  day  earlier  than  the  date  of 
service  associated  with  HCPCS  code 
G0378.  (By  selecting  these  claims  from 
single  and  “pseudo”  single  claims,  we 
had  already  assured  that  they  would  not 
contain  a  code  for  a  service  with  status 
indicator  “T”  on  the  same  date  of 
service.); 

2.  Contained  8  or  more  units  of 
HCPCS  code  G0378;  and 

3.  Contained  one  of  the  following 
codes: 

•  m  the  case  of  composite  APC  8002, 
HCPCS  code  GO 3  79  (Direct  referral  of 
patient  for  hospital  observation  care)  on 
the  same  date  of  service  as  G0378;  or 
CPT  code  99205  (Office  or  other 
outpatient  visit  for  the  evaluation  and 
management  of  a  new  patient  (Level  5)); 
or  CPT  code  99215  (Office  or  other 
outpatient  visit  for  the  evaluation  and 
management  of  an  established  patient 
(Level  5))  provided  on  the  same  date  of 
service  or  one  day  before  the  date  of 
service  for  HCPCS  code  G0378.  We  refer 
readers  to  section  XII.F.  of  this  proposed 
rule  for  a  full  discussion  of  our 
proposed  revision  of  the  code  descriptor 
for  HCPCS  code  G0379  for  CY  2010. 

•  In  the  case  of  composite  APC  8003, 
CPT  code  99284  (Emergency  department 
visit  for  the  evaluation  and  management 
of  a  patient  (Level  4));  CPT  code  99285 
(Emergency  department  visit  for  the 
evaluation  and  management  of  a  patient 
(Level  5));  CPT  code  99291  (Critical 
care,  evaluation  and  management  of  the 
critically  ill  or  critically  injured  patient; 
first  30-74  minutes);  or  HCPCS  code 
G0384  (Level  5  Hospital  Emergency 
Department  Visit  Provided  in  a  Type  B 
Emergency  Department)  provided  on  the 
same  date  of  service  or  one  day  before 
the  date  of  service  for  HCPCS  code 
G0378.  (As  discussed  in  detail  in  the 
CY2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68684),  we 
finalized  our  proposal  to  add  HCPCS 
code  G0384  to  the  eligibility  criteria  for 
composite  APC  8003  for  CY  2009.) 

We  applied  the  standard  packaging 
and  trimming  rules  to  the  claims  before 
calculating  the  proposed  CY2010 
median  costs.  The  proposed  CY  2010 


median  cost  resulting  from  this  process 
for  composite  APC8002  is 
approximately  $384,  which  was 
calculated  from  14,981  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  The  proposed  CY  2010 
median  cost  for  composite  APC  8003  is 
approximately  $709,  which  was 
calculated  from  154,843  single  and 
“pseudo”  single  bills  that  met  the 
required  criteria.  This  is  the  same 
methodology  we  used  to  calculate  the 
medians  for  composite  APCs  8002  and 
8003  for  the  CY  2008  OPPS  (72  FR 
66649). 

As  discussed  further  in  sections  III.D 
and  IX.  of  this  proposed  rule,  and 
consistent  with  our  CY  2008  and  CY 
2009  final  policies,  when  calculating  the 
median  costs  for  the  clinic.  Type  A 
emergency  department  visit.  Type  B 
emergency  department  visit,  and  critical 
care  APCs  (0604  through  0617  and  0626 
through  0629),  we  are  utilizing  our 
methodology  that  excludes  those  claims 
for  visits  that  are  eligible  for  payment 
through  the  two  extended  assessment 
and  management  composite  APCs,  that 
is  APC  8002  or  APC  8003.  We  believe 
that  this  approach  results  in  the  most 
accurate  cost  estimates  for  APCs  0604 
through  0617  and  0626  through  0629  for 
CY  2010. 

At  the  February  2009  meeting  of  the 
APC  Panel,  the  APC  Panel 
recommended  that  CMS  present  at  the 
next  APC  Panel  meeting  an  analysis  of 
CY  2008  claims  data  for  clinic, 
emergency  department  (Types  A  and  B), 
and  extended  assessment  emd  - 
management  composite  APCs.  We  are 
accepting  this  recommendation,  and  we 
will  share  the  requested  claims  data 
with  the  APC  Panel  at  its  next  meeting. 

In  summary,  for  CY  2010,  we  are 
proposing  to  continue  to  include 
composite  APC  8002  (Level  I  Extended 
Assessment  and  Management 
Composite)  and  composite  APC  8003 
(Level  II  Extended  Assessment  and 
Management  Composite)  in  the  OPPS. 
We  are  proposing  to  continue  the 
extended  assessment  and  management 
composite  APC  payment  methodology 
and  criteria  that  we  finalized  for  CY 
2009.  We  also  are  proposing  to  calculate 
the  medicm  costs  for  APCs  8002  and 
8003  using  all  single  and  “pseudo” 
single  procedure  claims  from  CY  2008 
that  meet  the  criteria  for  payment  of 
each  composite  APC.  We  are  not 
proposing  to  change  the  reporting 
requirements  for  observation  services 
for  the  CY  2010  OPPS.  However,  we 
plan  to  issue  further  clarifying  guidance 
in  the  Medicare  Claims  Processing 
Manual  related  to  observation  start  time, 
as  recommended  by  the  APC  Panel. 
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(2)  Low  Dose  Rate  (LDR)  Prostate 
Brachytherapy  Composite  APC  {APC 
8001) 

LDR  prostate  brachytherapy  is  a 
treatment  for  prostate  cancer  in  which 
hollow  needles  or  catheters  are  inserted 
into  the  prostate,  followed  by 
permanent  implantation  of  radioactive 
sources  into  the  prostate  through  the 
needles/catheters.  At  least  two  CPT 
codes  are  used  to  report  the  composite 
treatment  service  because  there  are 
separate  codes  that  describe  placement 
of  the  needles/catheters  and  the 
application  of  the  brachytherapy 
sources:  CPT  code  55875  (Transperineal 
placement  of  needles  or  catheters  into 
prostate  for  interstitial  radioelement 
application,  with  or  without  cystoscopy) 
and  CPT  code  77778  (Interstitial 
radiation  source  application:  complex). 
Generally,  the  component  services 
represented  by  both  codes  are  provided 
in  the  same  operative  session  in  the 
same  hospital  on  the  same  date  of 
service  to  the  Medicare  beneficiary 
being  treated  with  LDR  brachytherapy 
for  prostate  cancer.  As  discussed  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66653),  OPPS 
payment  rates  for  CPT  code  77778,  in 
particular,  had  fluctuated  over  the  years. 
We  were  frequently  informed  by  the 
public  that  reliance  on  single  procedure 
claims  to  set  the  median  costs  for  these 
services  resulted  in  use  of  only 
incorrectly  coded  claims  for  LDR 
prostate  brachytherapy  because  a 
correctly  coded  claim  should  include, 
for  the  same  date  of  service,  CPT  codes 
for  both  needle/ catheter  placement  and 
application  of  radiation  sources,  as  well 
as  separately  coded  imaging  and 
radiation  therapy  planning  services  (that 
is,  a  multiple  procedure  claim). 

In  order  to  base  payment  on  claims  for 
the  most  common  clinical  scenario,  and 
to  further  our  goal  of  providing  payment 
under  the  OPPS  for  a  larger  bundle  of 
component  services  provided  in  a  single 
hospital  encounter,  begiiming  in  CY 
2008,  we  provide  a  single  payment  for 
LDR  prostate  brachytherapy  when  the 
composite  service,  reported  as  CPT 
codes  55875  and  77778,  is  furnished  in 
a  single  hospital  encounter.  We  base  the 
payment  for  composite  APC  8001  (LDR 
Prostate  Brachytherapy  Composite)  on 
the  median  cost  derived  from  claims  for 
the  same  date  of  service  that  contain 
both  CPT  codes  55875  and  77778  and 
that  do  not  contain  other  separately  paid 
codes  that  are  not  on  the  bypass  list.  In 
uncommon  occurrences  in  which  the 
services  are  billed  individually, 
hospitals  continue  to  receive  separate 
payments,  for  the  individual  services. 

We  refer  readers  to  the  CY  2008  OPPS/ 


ASC  final  rule  with  comment  period  (72 
FR  66652  through  66655)  for  a  full 
history  of  OPPS  payment  for  LDR 
prostate  brachytherapy  and  a  detailed 
description  of  how  we  developed  the 
LDR  prostate  brachytherapy  composite 
APC. 

For  CY  2010,  we  are  proposing  to 
continue  paying  for  LDR  prostate 
brachytherapy  services  using  the 
composite  APC  methodology  proposed 
and  implemented  for  CY  2008  and  CY 
2009.  That  is,  we  are  proposing  to  use 
CY  2008  claims  on  which  both  CPT 
codes  55875  and  77778  were  billed  on 
the  same  date  of  service  with  no  other 
separately  paid  procedure  codes  (other 
than  those  on  the  bypass  list)  to 
calculate  the  payment  rate  for  composite 
APC  8001.  Consistent  with  our  CY  2008 
and  CY  2009  practice,  we  would  not  use 
the  claims  that  meet  these  criteria  in  the 
calculation  of  the  median  costs  for  APCs 
0163  (Level  IV  Cystourethroscopy  and 
Other  Genitourinary  Procedures)  and 
0651  (Complex  Interstitial  Radiation 
Source  Application),  the  APCs  to  which 
CPT  codes  55875  and  77778  are 
assigned,  respectively.  The  median  costs 
for  APCs  0163  and  0651  would  continue 
to  be  calculated  using  single  and 
“pseudo”  single  procedure  claims.  We 
continue  to  believe  that  this  composite 
APC  contributes  to  our  goal  of  creating 
hospital  incentives  for  efficiency  and 
cost  containment,  while  providing 
hospitals  with  the  most  flexibility  to 
manage  their  resources.  We  also 
continue  to  believe  that  data  from 
claims  reporting  both  services  required 
for  LDR  prostate  brachytherapy  provide 
the  most  accurate  median  cost  upon 
which  to  base  the  composite  APC 
payment  rate. 

Using  partial  year  CY  2008  claims 
data  available  for  this  proposed  rule,  we 
were  able  to  use  669  claims  that 
contained  both  CPT  codes  77778  and 
55875  to  calculate  the  median  cost  upon 
which  the  proposed  CY  2010  payment  . 
for  composite  APC  8001  is  based.  The 
proposed  median  cost  for  composite 
APC  8001  for  CY  2010  is  approximately 
$3,106.  This  is  an  increase  compared  to 
the  CY2009  OPPS/ASC  final  rule  with 
comment  period  in  which  we  calculated 
a  final  median  cost  for  this  composite 
APC  of  approximately  $2,967  based  on 
a  full  year  of  CY  2007  claims  data.  The 
CY  2010  proposed  median  cost  for  this 
composite  APC  is  slightly  less  than 
$3,268,  the  sum  of  the  proposed  median 
costs  for  APCs  0163  and  0651 
($2,453+$815),  the  APCs  to  which  CPT 
codes  55875  and  77778  map  if  one 
service  is  billed  on  a  claim  without  the 
other.  We  believe  the  proposed  CY  2010 
median  cost  for  composite  APC  8001  of 
approximately  $3,106  calculated  from 


claims  we  believe  to  be  correctly  coded 
results  in  a  reasonable  and  appropriate 
payment  rate  for  this  service  in  CY 
2010. 

(3)  Cardiac  Electrophysiologic 
Evaluation  and  Ablation  Composite 
APC  (APC  8000) 

Cardiac  electrophysiologic  evaluation 
and  ablation  services  frequently  are 
performed  in  varying  combinations  with 
one  another  during  a  single  episode-of- 
care  in  the  hospital  outpatient  setting. 
Therefore,  correctly  coded  claims  for 
these  services  often  include  multiple 
codes  for  component  services  that  are 
reported  with  different  CPT  codes  and 
that,  prior  to  CY  2008,  were  always  paid 
separately  through  different  APCs 
(specifically,  APC  0085  (Level  II 
Electrophysiologic  Evaluation),  APC 
0086  (Ablate  Heart  Dysrhythm  Focus), 
and  APC  0087  (Cardiac 
Electrophysiologic  Recording/ 

Mapping)).  As  a  result,  there  would 
never  be  many  single  bills  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services,  and  those  that  are 
reported  as  single  bills  would  often 
represent  atypical  cases  or  incorrectly 
coded  claims.  As  described  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66655  through 
66659),  the  APC  Panel  and  the  public 
expressed  persistent  concerns  regarding 
the  limited  and  reportedly 
unrepresentative  single  bills  available 
for  use  in  calculating  the  median  costs 
for  these  services  according  to  our 
standard  OPPS  methodology. 

Effective  January  1,  2008,  we 
established  APC  8000  (Cardiac 
•Electrophysiologic  Evaluation  and 
Ablation  Composite)  to  pay  for  a 
composite  service  made  up  of  at  least 
one  specified  electrophysiologic 
evaluation  service  and  one  specified 
electrophysiologic  ablation  service. 
Calcidating  a  composite  APC  for  these 
services  allowed  us  to  utilize  many 
more  claims  than  were  available  to 
establish  the  individual  APC  median 
costs  for  these  services,  and  we  also  saw 
this  composite  APC  as  an  opportunity  to 
advance  our  stated  goal  of  promoting 
hospital  efficiency  through  larger 
payment  bundles.  In  order  to  calculate 
the  median  cost  upon  which  the 
payment  rate  for  composite  APC  8000  is 
based,  we  used  multiple  procedure 
claims  that  contained  at  least  one  CPT 
code  from  group  A  for  evaluation 
services  and  at  least  one  CPT  code  from 
group  B  for  ablation  services  reported 
on  the  same  date  of  service  on  an 
individual  claim.  Table  9  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66656) 
identified  the  CPT  codes  that  are 
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assigned  to  groups  A  and  B.  For  a  full 
discussion  of  how  we  identified  the 
group  A  and  group  B  procedures  and 
established  the  payment  rate  for  the 
cardiac  electrophysiologic  evaluation 
and  ablation  composite  APC;  we  refer 
readers  to  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66655 
through  66659).  Where  a  service  in 
group  A  is  furnished  on  a  date  of  service 
that  is  different  from  the  date  of  service 
for  a  code  in  group  B  for  the  same 
beneficiary,  payments  are  made  under 
the  appropriate  single  procedure  APCs 
and  the  composite  APC  does  not  apply. 

For  CY  2010,  we  are  proposing  to 
continue  paying  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services  using  the  composite 
APC  methodology  proposed  and  • 
implemented  for  CY  2008  and  CY  2009. 
Consistent  with  our  CY  2008  and  CY 
2009  practice,  we  would  not  use  the 
claims  that  meet  the  composite  payment 
criteria  in  the  calculation  of  the  median 


costs  for  APC  0085  and  APC  0086,  to 
which  the  CPT  codes  in  both  groups  A 
and  B  for  composite  APC  8000  are 
otherwise  assigned.  Median  costs  for 
APCs  0085  and  0086  continue  to  be 
calculated  using  single  procedure 
claims.  We  continue  to  believe  that  the 
composite  APC  methodology  for  cardiac 
electrophysiologic  evaluation  and 
ablation  services  is  the  most  efficient 
and  effective  way  to  use  the  claims  data 
for  the  majority  of  these  services  and 
best  represents  the  hospital  resources 
associated  with  performing  the  common 
combinations  of  these  services  that  are 
clinically  typical.  Furthermore,  this 
approach  creates  incentives  for 
efficiency  by  providing  a  single 
payment  for  a  larger  bundle  of  major 
procedures  when  they  are  performed 
together,  in  contrast  to  continued 
separate  payment  for  each  of  the 
individual  procedures. 

Using  partial  year  CY  2008  claims 
data  available  for  this  proposed  rule,  we 


were  able  to  use  6,975  claims  containing 
a  combination  of  group  A  and  group  B 
codes  and  calculated  a  proposed  mediem 
cost  of  approximately  $10,105  for 
composite  APC  8000.  This  is  an  increase 
compared  to  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  in 
which  we  calculated  a  final  median  cost 
for  this  composite  APC  of 
approximately  $9,206  based  on  a  full 
year  of  CY  2007  claims  data.  We  believe 
that  the  proposed  median  cost  of 
$10,105  calculated  from  a  high  volume 
of  correctly  coded  multiple  procedure 
claims  results  in  an  accurate  and 
appropriate  proposed  payment  for 
cardiac  electrophysiologic  evaluation 
and  ablation  services  when  at  least  one 
evaluation  service  is  furnished  during 
the  same  clinical  encounter  as  at  least 
one  ablation  service.  Table  9  below  lists 
the  groups  of  procedures  upon  which 
we  are  proposing  to  base  composite  APC 
8000  for  CY  2010. 


Table  9— Proposed  Groups  of  Cardiac  Electrophysiologic  Evaluation  and  Ablation  Procedures  Upon 

Which  Composite  APC  8000  Is  Based 


Codes  used  in  combinations:  at  least  one  in  Group  A  and  one  in  Group  B 

CY  2009 
HCPCS  code 

Proposed 
single  code 

CY  2010 

APC 

Proposed 
CY  2010 
SI 

(com¬ 

posite) 

Group  A 

Comprehensive  electrophysiologic  evaluation  with  right  atrial  pacing  and  recording,  right  ventric¬ 
ular  pacing  and  recording,  His  bundle  recording,  including  insertion  and  repositioning  of  multiple 

electrode  catheters,  without  induction  or  attempted  induction  of  arrhythmia . 

Comprehensive  electrophysiologic  evaluation  including  insertion  and  repositioning  of  multiple  elec¬ 
trode  catheters  with  induction  or  attempted  induction  of  arrhythmia;  with  right  atrial  pacing  and 
recording,  right  ventricular  pacing  and  recording.  His  bundle  recording . 

i 

93619 

93620  i 

0085 

0085 

Q3 

Q3 

Group  B 

Intracardiac  catheter  ablation  of  atrioventricular  node  function,  atrioventricular  conduction  for  cre¬ 
ation  of  complete  heart  block,  with  or  without  temporary  pacemaker  placement . 

93650 

0085 

Q3 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  supraventricular  tachy¬ 
cardia  by  ablation  of  fast  or  slow  atrioventricular  pathways,  accessory  atrioventricular  connec¬ 
tions  or  other  atrial  foci,  singly  or  in  combination . 

Intracardiac  catheter  ablation  of  arrhythmogenic  focus;  for  treatment  of  ventricular  tachycardia . 

93651 

93652 

0086 

0086 

Q3 

Q3 

(4)  Mental  Health  Services  Composite 
APC  (APC  0034) 

For  CY  2010,  we  are  proposing  to 
continue  our  longstanding  policy  of 
limiting  the  aggregate  payment  for 
specified  less  resource-intensive  mental 
health  services  furnished  on  the  same 
date  to  the  payment  for  a  day  of  partial 
hospitalization,  which  we  consider  to  be 
the  most  resource-intensive  of  all 
outpatient  mental  health  treatment  for 
CY  2010.  We  refer  readers  to  the  April 
7,  2000  OPPS  final  rule  with  comment 
period  (65  FR  18455)  for  the  initial 
discussion  of  this  longstanding  policy. 
We  continue  to  believe  that  the  costs 
associated  with  administering  a  partial 


hospitalization  program  represent  the 
most  resource-intensive  of  all  outpatient 
mental  health  treatment.  Therefore,  we 
do  not  believe  that  we  should  pay  more 
for  a  day  of  individual  mental  health 
services  under  the  OPPS  than  the  partial 
hospitalization  per  diem  payment. 

For  CY  2010,  as  discussed  further  in 
section  X.B.  of  this  proposed  rule,  we 
are  proposing  to  continue  using  the  two 
tiered  payment  approach  for  partial 
hospitalization  services  that  we 
implemented  in  CY  2009:  One  APC  for 
days  with  three  services  (APC  0172) 
(Level  I  Partial  Hospitalization  (3 
services))  and  one  APC  for  days  with 
four  or  more  services  (APC  0173)  (Level 


II  Partial  Hospitalization  (4  or  more 
services)).  When  a  CMHC  or  hospital 
provides  three  units  of  partial 
hospitalization  services  and  meets  all 
other  partial  hospitalization  payment 
criteria,  we  are  proposing  that  ffie 
CMHC  or  hospital  be  paid  through  APC 
0172.  When  the  CMHC  or  hospital 
provides  4  or  more  units  of  partial 
hospitali2:ation  services  and  meets  edl 
other  partial  hospitalization  payment 
criteria,  we  are  proposing  that  the 
CMHC  or  hospital  be  paid  through  APC 
0173.  We  are  proposing  to  set  the  CY 
2010  payment  rate  for  mental  health 
services  composite  APC  0034  (Mental 
Health  Services  Composite)  at  the  same 
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rate  as  we  are  proposing  for  APC  0173, 
which  is  the  maximum  partial 
hospitalization  per  diem  payment.  We 
believe  this  APC  payment  rate  would 
provide  the  most  appropriate  payment 
for  composite  APC  0034,  taking  into 
consideration  the  intensity  of  the  mental 
health  services  and  the  differences  in 
the  HCPCS  codes  for  mental  health 
services  that  could  be  paid  through  this 
composite  APC  compared  with  the 
HCPCS  codes  that  could  be  paid 
through  partial  hospitalization  APC 
0173.  When  the  aggregate  payment  for 
specified  mental  health  services 
provided  by  one  hospital  to  a  single 
beneficiary  on  one  date  of  service  based 
on  the  payment  rates  associated  with 
the  APCs  for  the  individual  services 
exceeds  the  maximum  per  diem  partial 
hospitalization  payment,  we  are 
proposing  that  those  specified  mental 
health  services  would  be  assigned  to 
APC  0034.  We  are  proposing  that  APC 
0034  would  continue  to  have  the  same 
payment  rate  as  APC  0173,  and  that  the 
hospital  would  continue  to  be  paid  one 
unit  of  APC  0034.  The  I/OCE  ciurently 
determines,  and  we  are  proposing  for 
CY  2010  that  it  would  continue  to 
determine,  whether  to  pay  these 
specified  mental  health  services 
individually  or  to  make  a  single 
payment  at  the  same  rate  as  the  APC 
0173  per  diem  rate  for  partial 
hospitalization  for  all  of  the  specified 
mental  health  services  furnished  by  the 
hospital  on  that  single  date  of  service. 

For  CY  2010,  we  are  proposing  to 
continue  assigning  status  indicator 
“Q3”  (Codes  that  May  be  Paid  Through 
a  Composite  APC)  to  the  HCPCS  codes 
that  are  assigned  to  composite  APC  0034 
in  Addendum  M  to  this  proposed  rule. 
We  also  are  proposing  to  continue 
assigning  status  indicator  “S” 
(Significant  Procedure,  Not  Discounted 
when  Multiple),  as  adopted  for  CY  2009, 
to  APC  0034  for  CY  2010. 

(5)  Multiple  Imaging  Composite  APCs 
(APCs  8004,  8005,  8006,  8007,  and 
8008) 

Prior  to  CY  2009,  hospitals  received  a 
full  APC  payment  for  each  imaging 
service  on  a  claim,  regardless  of  how 
many  procedures  were  performed 
during  a  single  session  using  the  same 
imaging  modality.  Based  on  extensive 
data  analysis,  we  determined  that  this 
practice  neither  reflected  nor  promoted 
the  efficiencies  hospitals  can  achieve 
when  performing  multiple  imaging 
procedures  during  a  single  session  (73 
FR  41448  through  41450).  As  a  result  of 
our  data  analysis,  and  in  response  to 
ongoing  requests  firom  MedPAC  to 
improve  payment  accuracy  for  imaging 
services  under  the  OPPS,  we  expanded 


the  composite  APC  model  developed  in 
CY  2008  to  multiple  imaging  services. 
Effective  January  1,  2009,  we  provide  a 
single  payment  each  time  a  hospital 
bills  more  than  one  imaging  procedure 
within  an  imaging  family  on  the  same 
date  of  service.  We  utilize  three  imaging 
families  based  on  imaging  modality  for 
purposes  of  this  methodology: 
Ultrasound,  computed  tomography  (CT) 
and  computed  tomographic  angiography 
(CTA),  and  magnetic  resonance  imaging 
(MRI)  and  magnetic  resonance 
angiography  (MRA).  The  HCPCS  codes 
subject  to  the  multiple  imaging 
composite  policy,  and  their  respective 
families,  are  listed  in  Table  8  of  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68567  through 
68569). 

While  there  are  three  imaging 
families,  there  are  five  multiple  imaging 
composite  APCs  due  to  the  statutory 
requirement  at  section  1833(t)(2)(G)  of 
the  Act  that  we  differentiate  payment 
for  OPPS  imaging  services  provided 
with  and  without  contrast.  While  the 
ultrasound  procedures  included  in  the 
policy  do  not  involve  contrast,  both  CT/ 
CTA  and  MRI/MRA  scans  cem  be 
provided  either  with  or  without 
contrast.  The  five  multiple  imaging 
composite  APCs  established  in  CY  2009 
are:  APC  8004  (Ultrasound  Composite); 
APC  8005  (CT  and  CTA  without 
Contrast  Composite);  APC  8006  (CT  and 
CTA  with  Contrast  Composite);  APC 
8007  (MRI  and  MRA  without  Contrast 
Composite);  and  APC  8008  (MRI  and 
MRA  with  Contrast  Composite).  We 
define  the  single  imaging  session  for  the 
“with  contrast”  composite  APCs  as 
having  at  least  one  or  more  imaging 
procedures  from  the  same  family 
performed  with  contrast  on  the  same 
date  of  service.  For  example,  if  the 
hospital  performs  an  MRI  without 
contrast  during  the  same  session  as  at 
least  one  other  MRI  with  contrast,  the 
hospital  will  receive  payment  for  APC 
8008,  the  “with  contrast”  composite 
APC. 

Hospitals  continue  to  use  the  same 
HCPCS  codes  to  report  imaging 
procedures,  and  the  I/OCE  determines 
when  combinations  of  imaging 
procedures  qualify  for  composite  APC 
payment  or  map  to  standard  (sole 
service)  APCs  for  payment.  We  will 
make  a  single  payment  for  those 
imaging  procedures  that  qualify  for 
composite  APC  payment,  as  well  as  any 
packaged  services  furnished  on  the 
same  date  of  service.  The  standard 
(noncomposite)  APC  assignments 
continue  to  apply  for  single  imaging 
procedmes  and  multiple  imaging 
procedures  performed  across  families. 


For  a  full  discussion  of  the 
development  of  the  multiple  imaging 
composite  APC  methodology,  we  refer 
readers  to  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR  68559 
through  68569). 

During  the  February  2009  meeting  of 
the  APC  Panel,  the  APC  Panel  heard 
from  stakeholders  who  claimed  that  a 
composite  payment  is  not  appropriate 
when  multiple  imaging  procedures  are 
provided  on  the  same  date  of  service  but 
at  different  times.  Some  APC  Panel 
members  expressed  concern  that  the 
same  efficiencies  that  may  be  gained 
when  multiple  imaging  procedures  are 
performed  during  the  same  sitting  may 
not  be  gained  if  a  significant  amount  of 
time  passes  between  the  second  and 
subsequent  imaging  procedures,  when 
the  patient  may  leave  not  only  the 
scanner,  but  also  the  radiology 
department  or  hospital.  The  APC  Panel 
recommended  that  CMS  continue  to 
work  with  stakeholders  to  examine 
different  options  for  APCs  for  multiple 
imaging  sessions  and  multiple  imaging 
procedures.  We  are  accepting  this 
recommendation,  and  we  will  continue 
to  work  with  any  stakeholders  who  are 
interested  in  our  multiple  imaging 
composite  payment  methodology.  We 
note  that  we  routinely  seek  broad  public 
input  on  OPPS  payment  rates  and 
payment  policies,  including  the 
multiple  imaging  composite  APCs, 
through  a  variety  of  forums.  Through 
our  annual  rulemaking  process,  we 
consider  all  timely  public  comments 
received  from  interested  organizations 
and  individuals,  and  respond  to  each  of 
those  public  comments  in  the  final  rule 
for  the  forthcoming  year.  We  also  seek 
input  from  the  public  at  meetings  of  the 
APC  Panel,  and  consider  opinions 
expressed  in  correspondences  received 
outside  of  the  annual  rulemaking  cycle. 
Furthermore,  we  note  that  we  regularly 
accept  requests  from  all  interested 
parties  to  discuss  with  us  their  views 
about  OPPS  payment  policy  issues,  and 
that  we  do  not  work  exclusively  with 
any  single  stakeholder  or  stakeholder 
group. 

While  we  are  accepting  the  APC  Panel 
recommendation  that  CMS  continue  to 
work  with  stakeholders  to  examine 
different  options  for  APCs  for  multiple 
imaging  sessions  and  multiple  imaging 
procedures,  we  do  not  believe  it  is 
appropriate  to  propose  modifications  to 
the  multiple  imaging  composite  policy 
for  CY  2010.  As  stated  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment  . 
period  (73  FR  68565),  we  continue  to 
believe  that  composite  payment  is 
appropriate  even  when  procedures  are 
provided  on  the  same  date  of  service  but 
at  different  times,  because  hospitals  do 


35284 


Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 /Proposed  Rules 


not  expend  the  same  facility  resources 
each  and  every  time  a  patient  is  seen  for 
a  distinct  imaging  service  in  a  separate 
imaging  session.  In  most  cases,  we 
expect  that  patients  in  those 
circumstances  would  receive  imaging 
procedures  at  different  times  during  a 
single  prolonged  hospital  outpatient 
encounter,  and  that  the  efficiencies  that 
may  be  gained  from  providing  multiple 
imaging  procedures  during  a  single 
session  are  achieved  in  such  ways  as  not 
having  to  register  the  patient  again,  or 
not  having  to  re-establish  new 
intravenous  access  for  an  additional 
study  when  contrast  is  required. 
•Furthermore,  we  stated  that  even  if  the 
same  level  of  efficiencies  could  not  be 
gained  for  multiple  imaging  procedvues 
performed  on  the  same  date  of  service 
but  at  different  times,  we  expect  that 
any  higher  costs  associated  with  these 
cases  would  be  reflected  in  the  claims 
data  and  cost  reports  we  use  to  calculate 
the  median  costs  for  the  multiple 
imaging  composite  APCs  and,  therefore, 
in  their  payment  rates. 

In  summary,  for  CY  2010,  we  are 
proposing  to  continue  paying  for  all 
multiple  imaging  procedures  within  an 
imaging  family  performed  on  the  same 
date  of  service  using  the  multiple 
imaging  composite  payment 
methodology ,'without  modification.  The 
proposed  CY  2010  payment  rates  for  the 
five  multiple  imaging  composite  APCs 
(APC  8004,  APC  8005,  APC  8006,  APC 
8007,  and  APC  8008)  are  based  on 
median  costs  calculated  from  the  partial 
year  CY  2008  claims  available  for  the 
proposed  rule  that  would  have  qualified 
for  composite  payment  under  the 
current  policy  (that  is,  those  claims  with 
more  than  one  procedure  within  the 
same  family  on  a  single  date  of  service). 
To  calculate  the  proposed  median  costs, 
we  used  the  same  methodology  that  we 
used  to  calculate  the  final  CY  2009 
median  costs  for  these  composite  APCs. 
That  is,  we  removed  any  HCPCS  codes 
in  the  OPPS  imaging  families  that 
overlapped  with  codes  on  our  bypass 
list  (“overlap  bypass  codes”)  to  avoid 
splitting  claims  with  multiple  units  or 
multiple  occurrences  of  codes  in  an 
OPPS  imaging  family  into  new 
“pseudo”  single  claims.  The  imaging 
HCPCS  codes  that  we  removed  from  the 
bypass  list  for  purposes  of  calculating 
the  proposed  multiple  imaging 
composite  APC  median  costs  appear  in 
Table  11  below.  We  integrated  the 
identification  of  imaging  composite 
“single  session”  claims,  that  is,  claims 
with  multiple  imaging  procedures 
within  the  same  family  on  the  same  date 
of  service,  into  the  creation  of  “pseudo” 
single  claims  to  ensme  that  claims  were 


split  in  the  “pseudo”  single  process  into 
accurate  reflections  of  either  a 
composite  “single  session”  imaging 
service  or  a  standard  sole  imaging 
service  resource  cost.  Like  all  single 
bills,  the  new  composite  “single 
session”  claims  were  for  the  same  date 
of  service  and  contained  no  other 
separately  paid  services  in  order  to 
isolate  the  session  imaging  costs.  Our 
last  step  after  processing  all  claims 
through  the  “pseudo”  single  process 
was  to  reassess  the  remaining  tnultiple 
procedure  claims  using  the  full  bypass 
list  and  bypass  process  in  order  to 
determine  if  we  could  make  other 
“pseudo”  single  bills.  That  is,  we 
assessed  whether  a  single  separately 
paid  ser\dce  remained  on  the  claim  after 
removing  line  items  for  the  “overlap 
bypass  codes.” 

We  were  able  to  identify  1.7  million 
“single  session”  claims  out  of  an 
estimated  2.5  million  potential 
composite  cases  firom  our  ratesetting 
claims  data,  or  well  over  half  of  all 
eligible  claims,  to  calculate  the 
proposed  CY  2010  median  costs  for  the 
multiple  imaging  composite  APCs.  The 
HCPCS  codes  subject  to  the  proposed 
multiple  imaging  composite  policy,  and 
their  respective  families,  are  listed 
below  in  Table  10. 

Table  10— Proposed  OPPS  Imaging 
Families  and  Multiple  Imaging 
Procedure  Composite  APCs 


Proposed  CY  2010 
APC  8004  (ultrasound 
composite) 

Proposed  CY  2010 

1  approximate  APC 
median  cost  =  $1 97. 

Family  1 — 

Ultrasound 

76604  . 

Us  exam,  chest. 

76700  . 

Us  exam,  abdom, 

complete. 

76705  . 

Echo  exam  of  abdo- 

men. 

76770  . 

Us  exam  abdo  back 

wall,  comp. 

76775  . 

Us  exam  abdo  back 

wall,  lim. 

76776  . 

Us  exam  k  transpi  w/ 

Doppler. 

76831  . . 

Echo  exam,  uterus. 

76856  . 

Us  exam,  pelvic. 

complete. 

76870  . 

76857  . 

Us  exam,  scrotum. 

Us  exam,  pelvic,  lim¬ 
ited. 

Family  2 — CT  and  CTA  with  and  without 

Contrast 

Proposed  CY  2010 
APC  8005  (CT  and 
CTA  without  contrast 
composite)* 

Proposed  CY  2010 
approximate  APC 
median  cost  =  $429 

0067T  . 

Ct  colonography;  dx. 

Proposed  CY  2010 
APC  8005  (CT  and 
CTA  without  contrast 
composite)* 

Proposed  CY  2010 
approximate  APC 
median  cost  -  $429 

70450  . 

Ct  head/brain  w/o 
dye. 

70480  . 

Ct  orbit/ear/fossa  w/o 
dye. 

70486  . 

Ct  maxillofacial  w/o 
dye. 

70490  . 

Ct  soft  tissue  neck  w/ 
0  dye. 

71250  . 

Ct  thorax  w/o  dye. 

72125  . 

Ct  neck  spine  w/o 
dye. 

72128  . 

Ct  chest  spine  w/o 
dye. 

72131  . 

Ct  lumbar  spine  w/o 
dye. 

72192  . 

Ct  pelvis  w/o  dye. 

73200  . 

Ct  upper  extremity  w/ 
0  dye. 

73700  . 

Ct  lower  extremity  w/ 
o  dye. 

74150  . 

Ct  abdomen  w/o  dye. 

Proposed  CY  2010 
APC  8006  (CT  and 
CTA  with  contrast 
composite) 

Proposed  CV  2010 
approximate  APC 
median  cost  =  $634 

70487  . 

Ct  maxillofacial  w/ 
dye. 

70460  . 

Ct  head/brain  w/dye. 

70470  . 

Ct  head/brain  w/o  & 
w/dye. 

70481  . 

Ct  orbit/ear/fossa  w/ 
dye. 

70482  . 

Ct  orbit/ear/fossa  w/o 
&  w/dye. 

70488  . 

Ct  maxillofacial  w/o  & 
w/dye. 

70491  . 

Ct  soft  tissue  neck  w/ 
dye. 

70492  . 

Ct  sft  tsue  nek  w/o  & 
w/dye. 

70496  . 

Ct  angiography, 
head. 

70498  . 

Ct  angiography,  neck. 

71260  . 

Ct  thorax  w/dye. 

71270  . 

Ct  thorax  w/o  &  w/ 
dye. 

71275  . 

Ct  angiography, 
chest. 

72126  . 

Ct  neck  spine  w/dye. 

72127  . 

Ct  neck  spine  w/o  & 
w/dye. 

72129  . . 

Ct  chest  spine  w/dye. 

72130  . 

Ct  chest  spine  w/o  & 
w/dye. 

72132  . . 

Ct  lumbar  spine  w/ 
dye. 

72133  . 

Ct  lumbar  spine  w/o 
&  w/dye. 

72191  . 

Ct  angiograph  pelv  w/ 
0  &  w/dye. 

72193  . 

Ct  pelvis  w/dye. 

72194  . 

Ct  pelvis  w/o  &  w/ 
dye. 

73201  . 

Ct  upper  extremity  w/ 
dye. 

73202  . 

Ct  uppr  extremity  w/o 
&  w/dye. 

73206  . 

Ct  angio  upr  extrm  w/ 

0  &  w/dye. 
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Proposed  CY  2010 
APC  8006  (CT  and 
CTA  with  contrast 
composite) 

Proposed  CY  2010 
approximate  APC 
median  cost  =  $634 

Proposed  CY  2010 
APC  8008  (MRI  and 
MRA  with  contrast 
composite) 

73701  . 

Ct  lower  extremity  w/ 
dye. 

70549  . 

73702  . 

Ct  Iwr  extremity  w/o  & 
w/dye. 

70542  . 

73706  . 

Ct  angio  Iwr  extr  w/o 
&  w/dye. 

70543  . 

74160  . 

Ct  abdomen  w/dye. 

70545  . 

74170  . 

Ct  abdomen  w/o  &  w/ 

dye. 

70546  . 

74175  . 

Ct  angio  abdom  w/o 

&  w/dye. 

70548  . 

75635  . 

Ct  angio  abdominal 

arteries. 

70552  . 

Proposed  CY  2010 
approximate  APC 
median  cost  =  $1,013 


*lf  a  “without  contrast”  CT  or  CTA  proce¬ 
dure  Is  performed  during  the  same  ses¬ 
sion  as  a  “with  contrast”  CT  or  CTA  pro¬ 
cedure,  the  l/OCE  will  assign  APC  8006 
rather  than  APC  8005. 


Family  3 — MRI  and  MRA  with  and  without 
Contrast 


71551 

71552 


72142 

72147 


72149 


Proposed  CY  2010 
APC  8007  (MRI  and 
MRA  without  contrast 
composite)  * 

Proposed  CY  2010 
approximate  APC 
median  cost  =  $732 

72156  .. 

72157  .. 

70336  . 

Magnetic  image,  jaw 

72158  .. 

70540  . 

joint. 

Mri  orbit/face/neck  w/ 

72196  .. 

0  dye. 

72197  .. 

70544  . 

Mr  angiography  head 
w/o  dye. 

73219  .. 

70547  . . 

Mr  angiography  neck 
w/o  dye. 

73220  ., 

70551  . 

Mri  brain  w/o  dye. 

73222  .. 

70554  . 

Fmri  brain  by  tech. 

71550  . . . 

72141  . . 

Mri  chest  w/o  dye. 

Mri  neck  spine  w/o 
dye. 

73223  . 

73719  . 

72146  . 

Mri  chest  spine  w/o 

- 

dye. 

73720  . 

72148  . 

Mri  lumbar  spine  w/o 

dye. 

73722  . 

72195  . 

Mri  pelvis  w/o  dye. 

Mri  upper  extremity 

73218  . 

73723  . 

w/o  dye. 

73221  . 

Mri  joint  upr  extrem 

74182  . 

w/o  dye. 

74183  . 

73718  . 

Mri  lower  extremity  w/ 

0  dye. 

75561  . 

73721  . 

Mri  jnt  of  Iwr  extre  w/ 

,0  dye. 

75563  . 

74181  . 

Mri  abdomen  w/o 

dye. 

C8900  . 

75557  . 

Cardiac  mri  for 

C8902  . 

morph. 

75559  . 

Cardiac  mri  w/stress 

0890.3 

img. 

C8901  . 

MRA  w/o  cont,  abd. 

C8905 . 

C8904  . 

MRI  w/o  cont,  breast. 

uni. 

C8906 

C8907  . 

MRI  w/o  cont,  breast. 

bi. 

C8908 

C8910  . 

C8913  . 

MRA  w/o  cont,  chest. 
MRA  w/o  cont,  Iwr 
ext. 

C8909 

C8911 

C8919  . 

MRA  w/o  cont,  pelvis. 

C8912 


Mr  angiograph  neck 
w/o  &  w/dye. 

Mri  orbit/face/neck  w/ 
dye. 

Mri  orbt/fac/nck  w/o  & 
w/dye. 

Mr  angiography  head 
w/dye. 

Mr  angiograph  head 
w/o&w/dye. 

Mr  angiography  neck 
w/dye. 

Mri  brain  w/dye. 

Mri  brain  w/o  &  w/ 
dye. 

Mri  chest  w/dye. 

Mri  chest  w/o  &  w/ 
dye. 

Mri  neck  spine  w/dye. 
Mri  chest  spine  w/ 
dye. 

Mri  lumbar  spine  w/ 
dye. 

Mri  neck  spine  w/o  & 
w/dye. 

Mri  chest  spine  w/o  & 
w/dye. 

Mri  lumbar  spine  w/o 
&  w/dye. 

Mri  pelvis  w/dye. 

Mri  pelvis  w/o  &  w/ 
dye.  . 

Mri  upper  extremity 
w/dye. 

Mri  uppr  extremity  w/ 
0  &  w/dye. 

Mri  joint  upr  extrem 
w/dye. 

Mri  joint  upr  extr  w/o 
&  w/dye. 

Mri  lower  extremity  w/ 
dye. 

Mri  Iwr  extremity  w/o 
&  w/dye. 

Mri  joint  of  Iwr  extr  w/ 
dye. 

Mri  joint  Iwr  extr  w/o 
&  w/dye. 

Mri  abdomen  w/dye. 
Mri  abdomen  w/o  & 
w/dye. 

Cardiac  mri  for  morph 
w/dye. 

Card  mri  w/stress  img 
&  dye. 

MRA  w/cont,  abd. 
MRA  w/o  fol  w/cont, 
abd. 

MRI  w/cont,  breast, 
uni. 

MRI  w/o  fol  w/cont, 
brst,  un. 

MRI  w/cont,  breast, 
bi. 

MRI  w/o  fol  w/cont, 
breast. 

MRA  w/cont,  chest. 
MRA  w/o  fol  w/cont, 
chest. 

MRA  w/cont,  Iwr  ext. 


Proposed  CY  2010 
APC  8008  (MRI  and 
MRA  with  contrast 
composite) 

Proposed  CY  2010 
approximate  APC 
median  cost  =  $1,013 

C8914  . 

MRA  w/o  fol  w/cont. 

Iwr  ext. 

C8918  . 

MRA  w/cont,  pelvis. 

C8920  . 

MRA  w/o  fol  w/cont. 

pelvis. 

*  If  a  “without  contrast”  MRI  or  MRA  proce¬ 
dure  is  performed  during  the  same  ses¬ 
sion  as  a  “with  contrast”  MRI  or  MRA 
procedure,  the  l/OCE  will  assign  APC 
8008  rather  than  8007. 


Table  11— Proposed  OPPS  Imaging 
Family  Services  Overlapping 
With  HCPCS  Codes  on  the  Pro¬ 
posed  CY  2010  Bypass  List 


Family  1 — Ultrasound 


76700  . 

Us  exam,  abdom. 

complete. 

76705  . 

Echo  exam  of  abdo- 

men. 

76770  . 

Us  exam  abdo  back 

wall,  comp. 

76775  . 

Us  exam  abdo  back 

wall,  lim. 

76776  . 

Us  exam  k  transpi  w/ 

doppler. 

76856  . 

Us  exam,  pelvic. 

complete. 

76870  . 

Us  exam,  scrotum. 

76857  . 

Us  exam,  pelvic,  lim- 

ited. 

Family  2 — CT  and  CTA  With  and  Without 
Contrast 


70450  . 

Ct  head/brain  w/o 
dye. 

70480  . 

Ct  orbit/ear/fossa  w/o 
dye. 

70486  . 

Ct  maxillofacial  w/o 
dye. 

70490  . 

Ct  soft  tissue  neck  w/ 

0  dye. 

71250  . 

Ct  thorax  w/o  dye. 

72125  . 

Ct  neck  spine  w/o 
dye. 

72128  . 

Ct  chest  spine  w/o 
dye. 

72131  . 

Ct  lumbar  spine  w/o 
dye. 

72192  . 

Ct  pelvis  w/o  dye. 

73200  . 

Ct  upper  extremity  w/ 

0  dye. 

73700  . 

Ct  lower  extremity 
w/o  dye. 

74150  . 

Ct  abdomen 
w/o  dye. 

Family  3— MRI  and  MRA  With  and  Without 
Contrast. 


70336  . 

Magnetic  image,  jaw 

joint. 

70544  . 

Mr  angiography  head 

w/o  dye. 

70551  . 

Mri  brain  w/o  dye. 
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Table  11— Proposed  OPPS  Imaging 
Family  Services  Overlapping 
With  HCPCS  Codes  on  the  Pro¬ 
posed  CY  2010  Bypass  List— 
Continued 


72141  . 

Mri  neck  spine  w/o 
dye. 

72146  . 

Mri  chest  spine  w/o 
dye. 

72148  . 

Mri  lumbar  spine  w/o 
dye. 

73218  . 

Mri  upper  extremity 

w/o  dye. 

73221  . 

Mri  joint  upr  extrem 
w/o  dye. 

73718  . 

Mri  lower  extremity  w/ 
0  dye. 

73721  . 

Mri  jnt  of  Iwr  extre  w/ 

0  dye. 

3.  Proposed  Calculation  of  OPPS  Scaled 
Payment  Weights 

Using  the  APC  median  costs 
discussed  in  sections  II.A.l.  and  2.  of 
this  proposed  rule,  we  calculated  the 
proposed  relative  payment  weights  for 
each  APC  for  CY  2010  shown  in 
Addenda  A  and  B  to  this  proposed  rule. 
In  years  prior  to  CY  2007,  we 
standardized  all  the  relative  payment 
weights  to  APC  0601  (Mid  Level  Clinic 
Visit)  because  mid-level  clinic  visits 
were  among  the  most  frequently 
performed  services  in  the  hospital 
outpatient  setting.  We  assigned  APC 
0601  a  relative  payment  weight  of  1.00 
and  divided  the  median  cost  for  each 
APC  by  the  median  cost  for  APC  0601 
to  derive  the  relative  payment  weight 
for  each  APC. 

Beginning  with  the  CY  2007  OPPS  (71 
FR  67990),  we  standardized  all  of  the 
relative  payment  weights  to  APC  0606 
(Level  3  Clinic  Visits)  because  we 
deleted  APC  0601  as  part  of  the 
reconfiguration  of  the  clinic  visit  APCs. 
We  selected  APC  0606  as  the  base 
because  APC  0606  was  the  mid-level 
clinic  visit  APC  (that  is.  Level  3  of  five 
levels).  Therefore,  for  CY  2010,  to 
maintain  consistency  in  using  a  median 
for  calculating  unsealed  weights 
representing  file  median  cost  of  some  of 
the  most  frequently  provided  services, 
we  are  proposing  to  continue  to  use  the 
median  cost  of  the  mid-level  clinic  visit 
APC,  APC  0606,  to  calculate  unsealed 
weights.  Following  our  standard 
methodology,  but  using  the  proposed 
CY2010  median  cost  for  APC  0606,  for 
CY  2010  we  assigned  APC  0606  a 
relative  payment  weight  of  1.00  and 
divided  the  median  cost  of  each  APC  by 
the  proposed  median  cost  for  APC  0606 
to  derive  the  proposed  unsealed  relative 
payment  weight  for  each  APC.  The 
choice  of  the  APC  on  which  to  base  the 
proposed  relative  weights  for  all  other 


APCs  does  not  affect  the  payments  made 
under  the  OPPS  because  we  scale  the 
weights  for  budget  neutrality. 

Section  1833(t)(9)(B)  of  the  Act 
requires  that  APC  reclassification  and 
recalibration  changes,  wage  index 
changes,  and  other  adjustments  be  made 
in  a  budget  neutral  manner.  Budget 
neutrality  ensures  that  estimated 
aggregate  weight  under  the  OPPS  for  CY 
2010  is  neither  greater  than  nor  less 
than  the  estimated  aggregate  weight  that 
would  have  been  made  without  the 
changes.  To  comply  with  this 
requirement  concerning  the  APC 
changes,  we  are  proposing  to  compare 
estimated  aggregate  weight  using  the  CY 

2009  scaled  relative  weights  to 
estimated  aggregate  weight  using  the  CY 

2010  unsealed  relative  weights.  For  CY 
2009,  we  multiply  the  CY  2009  scaled 
APC  relative  weight  applicable  to  a 
service  paid  under  the  OPPS  by  the 
volume  of  that  service  from  CY  2008 
claims  to  calculate  the  total  weight  for 
each  service.  We  then  add  together  the 
total  weight  for  each  of  these  services  in 
order  to  calculate  an  estimated  aggregate 
weight  for  the  year.  For  CY  2010,  we 
pefform  the  same  process  using  the  CY 
2010  unsealed  weights  rather  than 
scaled  weights.  We  then  cedculate  the 
weight  scaler  by  dividing  the  CY  2009 
estimated  aggregate  weight  by  the  CY 
2010  estimated  aggregate  weight.  The 
service  mix  is  the  same  in  the  current 
and  prospective  years  because  we  use 
the  same  set  of  claims  for  service 
volume  in  calculating  the  aggregate 
weight  for  each  year.  For  a  detailed 
discussion  of  the  weight  scaler 
calculation,  we  refer  readers  to  the 
OPPS  claims  accounting  document 
available  on  the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/.  Again  this 
year,  we  included  payments  to  CMHCs 
in  om  comparison  of  estimated 
unsealed  weight  in  CY  2010  to 
estimated  toti  weight  in  CY  2009  using 
CY  2008  claims  data  and  holding  all 
other  things  constant.  Based  on  this 
comparison,  we  adjusted  the  unsceded 
relative  weights  for  purposes  of  budget 
neutrality.  The  CY  2010  unsealed 
relative  payment  weights  were  adjusted 
by  multiplying  them  by  a  proposed 
weight  scaler  of  1.2863  to  ensure  budget 
neutrality  of  the  proposed  CY  2010 
relative  weights  in  this  proposed  rule. 

Section  1833(t)(14)(H)  oi  the  Act,  as 
added  by  section  621(a)(1)  of  Public 
Law  108-173,  states  that,  “Additional 
expenditures  resulting  from  this 
paragraph  shall  not  be  taken  into 
account  in  establishing  the  conversion 
factor,  weighting  and  other  adjustment 
factors  for  2004  and  2005  under 
paragraph  (9)  but  shall  be  taken  into 


account  for  subsequent  years.”  Section 
1833(t)(14)  of  the  Act  provides  the 
payment  rates  for  certain  “specified 
covered  outpatient  drugs.”  Therefore, 
the  cost  of  those  specified  covered 
outpatient  drugs  (as  discussed  in  section 
V.  of  this  proposed  rule)  is  included  in 
the  proposed  budget  neutrality 
calculations  for  the  CY  2010  OPPS. 

4.  Proposed  Changes  to  Packaged 
Services 

a.  Backgroimd 

The  OPPS,  like  other  prospective 
payment  systems,  relies  on  the  concept 
of  averaging,  where  the  payment  may  be 
more  or  less  than  the  estimated  cost  of 
providing  a  service  or  bundle  of  services 
for  a  particular  patient,  but  with  the 
exception  of  outlier  cases,  the  payment 
is  adequate  to  ensure  access  to 
appropriate  care.  Packaging  and 
bundling  payment  for  multiple 
interrelated  services  into  a  single 
payment  create  incentives  for  providers 
to  furnish  services  in  the  most  efficient 
way  by  enabling  hospitals  to  manage 
their  resources  with  maximum 
flexibility ,-thereby  encouraging  long¬ 
term  cost  containment.  For  example, 
where  there  are  a  variety  of  supplies 
that  could  be  used  to  furnish  a  service, 
some  of  which  are  more  expensive  than 
others,  packaging  encourages  hospitals 
to  use  the  least  expensive  item  that 
meets  the  patient’s  needs,  rather  than  to 
routinely  use  a  more  expensive  item. 
Packaging  also  encourages  hospitals  to 
negotiate  carefully  with  manufacturers 
and  suppliers  to  reduce  the  purchase 
price  of  items  and  services  or  to  explore 
alternative  group  purchasing 
arrangements,  thereby  encouraging  the 
most  economical  health  care.  Similarly, 
packaging  encourages  hospitals  to 
establish  protocols  that  ensure  that 
necessary  services  Eire  furnished,  while 
carefully  scrutinizing  the  services 
ordered  by  practitioners  to  maximize 
the  efficient  use  of  hospital  resomces. 
Finally,  packaging  payments  into  larger 
payment  bundles  promotes  the  stability 
of  payment  for  services  over  time. 
Packaging  and  bundling  also  may 
reduce  the  importance  of  refining 
service-specific  payment  because  there 
is  more  opportunity  for  hospitals  to 
average  payment  across  higher  cost 
cases  requiring  many  ancillary  services 
and  lower  cost  cases  requiring  fewer 
ancillary  services. 

Decisions  about  packaging  and 
bundling  payment  involve  a  balance 
between  ensuring  that  payment  is  . 
adequate  to  enable  the  hospital  to 
provide  quality  care  and  establishing 
incentives  for  efficiency  through  larger 
units  of  payment.  In  the  CY  2008  OPPS/ 
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ASC  final  rule  with  comment  period  (72 
FR66610  through  66659),  we  adopted 
the  packaging  of  payment  for  items  and 
services  in  the  seven  categories  listed 
helow  into  the  payment  for  the  primary 
diagnostic  or  therapeutic  modality  to 
which  we  believe  these  items  and 
services  are  typically  ancillary  and 
supportive.  The  seven  categories  are 
guidance  services,  image  processing 
services,  intraoperative  services, 
imaging  supervision  and  interpretation 
services,  diagnostic 
radiopharmaceuticals,  contrast  media, 
and  observation  services.  We 
specifically  chose  these  categories  of 
HCPCS  codes  for  packaging  because  we 
believe  that  the  items  and  services 
described  by  the  codes  in  these 
categories  are  the  HCPCS  codes  that  are 
typically  ancillary  and  supportive  to  a 
primary  diagnostic  or  therapeutic 
modality  and,  in  those  cases,  are  an 
integral  part  of  the  primary  service  they 
support. 

We  assign  status  indicator  “N”  to 
those  HCPCS  codes  that  we  believe  are 
always  integral  to  the  performance  of 
the  primary  modality;  therefore,  we 
always  package  their  costs  into  the  costs  - 
of  the  separately  paid  primary  services 
with  which  they  are  billed.  Services 
assigned  status  indicator  “N”  are 
unconditionally  packaged. 

We  assign  status  indicator  “Ql” 
(“STVX-Packaged  Codes”),  “Q2”  (“T- 
Packaged  Codes”),  or  “Q3”  (Codes  that 
may  be  paid  through  a  composite  APC) 
to  each  conditionally  packaged  HCPCS 
code.  An  “STVX-packaged  code” 
describes  a  HCPCS  code  whose  payment 
is  packaged  when  one  or  more 
separately  paid  primary  services  with 
the  status  indicator  of  “S,”  “T,”  “V,”  or 
“X”  are  furnished  in  the  hospital 
outpatient  encounter.  A  “T-packaged 
code”  describes  a  code  whose  payment 
is  packaged  when  one  or  more 
separately  paid  surgical  procedures  with 
the  status  indicator  of  “T”  are  provided 
during  the  hospital  encounter.  “STVX- 
packaged  codes”  and  “T-packaged 
codes”  are  paid  separately  in  those 
uncommon  cases  when  they  do  not 
meet  their  respective  criteria  for 
packaged  payment.  “STVX-packaged 
codes”  and  “T-packaged  HCPCS  codes” 
are  conditionally  packaged.  We  refer 
readers  to  section  XIII.  A.  1.  of  this 
proposed  rule  for  a  complete  listing  of 
status  indicators. 

We  use  the  term  “dependent  service” 
to  refer  to  the  HCPCS  codes  that 
represent  services  that  are  typically 
ancillary  and  supportive  to  a  primary 
diagnostic  or  therapeutic  modality.  We 
use  the  term  “independent  service”  to 
refer  to  the  HCPCS  codes  that  represent 
the  primary  therapeutic  or  diagnostic 


modality  into  which  we  package 
payment  for  the  dependent  service.  We 
note  that,  in  future  years  as  we  consider 
the  development  of  larger  payment 
groups  that  more  broadly  reflect  services 
provided  in  an  encounter  or  episode-of- 
care,  it  is  possible  that  we  might 
propose  to  bundle  payment  for  a  service 
that  we  now  refer  to  as  “independent.” 

In  addition,  in  the  CY  2008  OPPS/ 

ASC  final  rule  with  comment  period  (72- 
FR  66650  through  66659),  we  finalized 
additional  packaging  for  the  CY  2008 
OPPS,  which  included  the 
establishment  of  new  composite  APCs 
for  CY  2008,  specifically  APC  8000 
(Cardiac  Electrophysiologic  Evaluation 
and  Ablation  Composite),  APC  8001 
(LDR  Prostate  Brachytherapy 
Composite),  APC  8002  (Level  I  Extended 
Assessment  &  Management  Composite), 
and  APC  8003  (Level  11  Extended 
Assessment  &  Management  Composite). 
In  the  CY  2009  OPPS/ ASC  final  rule 
with  comment  period  (73  FR  68559 
through  68569),  we  expanded  the 
composite  APC  model  to  one  new 
clinical  area,  multiple  imaging  services. 
We  created  five  multiple  imaging 
composite  APCs  for  payment  in  CY 
2009  that  incorporate  statutory 
requirements  to  differentiate  between 
imaging  services  provided  with  contrast 
and  without  contrast  as  required  by 
section  1833(t)(2)(G)  of  the  Act.  The 
multiple  imaging  composite  APCs  are: 
APC  8004  (Ultrasound  Composite);  APC 
8005  (CT  and  CTA  without  Contrast 
Composite);  APC  8006  (CT  and  CTA 
with  Contrast  Composite);  APC  8007 
(MRI  and  MRA  without  Contrast 
Composite);  and  APC  8008  (MRI  and 
MRA  with  Contrast  Composite).  We 
discuss  composite  APCs  in  more  detail 
in  section  II.A.2.e.  of  this  proposed  rule. 

Hospitals  include  charges  for 
packaged  services  on  their  claims,  and 
the  estimated  costs  associated  with 
those  packaged  services  are  then  added 
to  the  costs  of  separately  payable 
procedures  on  the  same  claims  in 
establishing  payment  rates  for  the 
separately  payable  services.  We 
encourage  hospitals  to  report  all  HCPCS 
codes  that  describe  packaged  services 
that  were  provided,  unless  the  CPT 
Editorial  Panel  or  CMS  provideS'Other 
guidance.  If  a  HCPCS  code  is  not 
reported  when  a  packaged  service  is 
provided,  it  can  be  challenging  to  track 
utilization  patterns  and  resource  costs. 

b.  Service-Specific  Packaging  Issues 

(1)  Packaged  Services  Addressed  by  the 
APC  Panel  Recommendations 

The  Packaging  Subcommittee  of  the 
APC  Panel  was  established  to  review 
packaged  HCPCS  codes.  In  deciding 


whether  to  package  a  service  or  pay  for 
a  code  separately,  we  havq  historically  . 
considered  a  variety  of  factors, 
including  whether  the  service  is 
normally  provided  separately  or  in 
conjunction  with  other  services;  how 
likely  it  is  for  the  costs  of  the  packaged 
code  to  be  appropriately  mapped  to  the 
separately  payable  codes  with  which  it 
was  performed;  and  whether  the 
expected  cost  of  the  service  is  relatively 
low.  As  discussed  in  section  lI.A.4.a.  of 
this  proposed  rule  regarding  our 
packaging  approach  for  CY  2008,  we 
established  packaging  criteria  that  apply 
to  seven  categories  of  codes  whose 
payments  are  packaged. 

During  the  September  2007  APC 
Panel  meeting,  the  APC  Panel  requested 
that  CMS  evaluate  the  impact  of 
expanded  packaging  on  beneficiaries. 
During  the  March  2008  APC  Panel 
meeting,  the  APC  Panel  requested  that 
CMS  report  to  the  Panel  at  the  first 
Panel  meeting  in  CY  2009  regarding  the 
impact  of  packaging  on  net  payments  for 
patient  care.  In  response  to  these 
requests,  we  shared  data  with  the  APC 
Panel  at  the  February  2009  APC  Panel 
meeting  that  compared  the  frequency  of 
specific  categories  of  services  billed 
under  the  OPPS  in  CY  2007,  before  the 
expanded  packaging  went  into  effect,  to 
the  frequency  of  those  same  categories 
of  services  in  CY  2008,  their  first  year 
of  packaged  payment.  In  each  category, 
the  HCPCS  codes  that  we  compared  are 
the  ones  that  we  identified  in  the  CY 
2008  OPPS/ ASC  final  rule  with 
comment  period  (72  FR  66659  through 
66664)  as  fitting  into  one  of  the  seven 
packaging  categories  listed  in  section 
II.A.4.a.  of  this  proposed  rule.  The  data 
shared  with  the  APC  Panel  at  the 
February  2009  APC  Panel  meeting 
compared  CY  2007  claims  processed 
through  September  30,  2007  to  CY  2008 
claims  processed  through  September  30, 
2008.  We  did  not  make  any  adjustments 
for  inflation,  changes  in  Medicare 
population,  or  other  variables  that 
potentially  influenced  billing  between 
CY  2007  and  CY  2008.  These  data 
represent  about  60  percent  of  the  full 
year  data.  A  summary  of  these  data 
analyses  is  provided  below. 

Analysis  of  the  diagnostic 
radiopharmaceuticals  category  showed 
that  the  frequency  of  the  reporting  of 
diagnostic  radiopharmaceuticals 
increased  by  1  percent  between  the  first 
9  months  of  CY  2007  and  the  first  9 
months  of  CY  2008.  In  CY  2007,  some 
diagnostic  radiopharmaceuticals  were 
packaged  and  others  were  separately 
payable,  depending  on  whether  their 
per  day  mean  costs  fell  above  or  below 
the  $55  drug  packaging  threshold  for  CY 
2007.  All  diagnostic 
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radiopharmaceuticals  were  uniformly 
packaged  in  CY  2008.  Two  percent  more 
hospitals  reported  one  or  more 
diagnostic  radiopharmaceuticals  during 
CY  2008  as  compared  to  CY  2007. 
Effective  for  CY  2008,  we  first  required 
reporting  of  a  radiolabeled  product 
(including  diagnostic 
radiopharmaceuticals)  when  billing  a 
nuclear  medicine  procedure,  and  we 
believe  that  the  increases  in  frequency 
and  the  number  of  reporting  hospitals 
reflect  hospitals  meeting  this  reporting 
requirement. 

We  also  found  that  nuclear  medicine 
procedures  (into  which  diagnostic 
radiopharmaceuticals  were  packaged) 
and  associated  diagnostic 
radiopharmaceuticals  were  billed 
approximately  3  million  times  during 
the  first  9  months  of  both  CY  2007  and 
CY  2008.  Further  analysis  revealed  that 
we  paid  hospitals  over  $637  million  for 
nuclear  medicine  procedures  and 
diagnostic  radiopharmaceuticals  during 
the  first  9  months  of  CY  2007,  when 
diagnostic  radiopharmaceuticals  were 
separately  payable,  and  over  $619 
million  for  nuclear  medicine  procedures 
and  diagnostic  radiopharmaceuticals 
during  the  first  9  months  of  CY  2008, 
when  payment  for  diagnostic 
radiopharmaceuticals  was  packaged. 

This  represents  a  3  percent  decrease  in 
aggregate  payment  between  the  first  9 
months  of  CY  2007  and  the  first  9 
months  of  CY  2008. 

Using  the  same  data,  we  calculated  an 
average  payment  per  service  or  item 
billed  (including  nuclear  medicine 
procedmes  and  packaged  or  separately 
payable  diagnostic 
radiopharmaceuticals)  of  $203  in  CY 
2007  emd  $198  in  CY  2008  for  nuclear 
medicine  procedures.  This  represents  a 
decrease  of  2  percent  in  average 
payment  per  item  or  service  billed 
between  CY  2007  and  CY  2008.  It  is 
unclear  how  much  of  the  decrease  in 
estimated  aggregate  or  average  per 
service  or  item  billed  payment  may  be 
due  to  packaging  payment  for  diagnostic 
radiopharmaceuticals  (and  other 
services  that  were  newly  packaged  for 
CY  2008)  and  how  much  may  be  due  to 
the  usual  annual  APC  recalibration  and 
typical  fluctuations  in  service 
frequency.  However,  we  believe  that  all 
of  these  factors  likely  contributed  to  the 
slight  decrease  in  aggregate  payment  in 
CY  2008,  as  compared  to  CY  2007. 
Overall,  the  observed  changes  between 
CY  2007  and  CY  2008  are  very  small 
and  indicate  that  there  has  been  very 
little  change  in  frequency  or  aggregate 
payment  in  this  clinical  area  between 
CY  2007  and  CY  2008. 

We  similarly  analyzed  9  months  of  CY 
2007  and  CY  2008  data  related  to  all 


services  that  were  packaged  during  CY 
2008  because  they  were  categorized  as  - 
guidance  services.  Analysis  of  the 
guidance  category  (which  includes 
image-guided  radiation  therapy 
services)  showed  that  the  frequency  of 
guidance  services  increased  by  2 
percent  between  the  first  9  months  of 
CY  2007  and  the  first  9  months  of  CY 
2008.  One  percent  fewer  hospitals 
reported  one  or  more  guidance  services 
during  CY  2007  as  compared  to  CY 
2008. 

We  further  analyzed  9  months  of  CY 
2007  and  CY  2008  claims  data  for 
radiation  oncology  services  that  would 
be  accompanied  by  radiation  oncology 
guidance.  We  found  that  radiation 
oncology  services  (including  radiation 
oncology  guidance  services)  were  billed 
approximately  4  million  times  in  CY 
2007  and  3.9  million  times  in  CY  2008, 
representing  a  decrease  in  frequency  of 
approximately  5  percent  between  CY 
2007  and  CY  2008.  These  numbers 
represent  each  instance  where  a 
radiation  oncology  service  or  a  radiation 
oncology  guidance  service  was  billed. 
Our  analysis  indicates  that  hospitals 
were  paid  over  $818  million  for 
radiation  oncology  services  and 
radiation  oncology  guidance  services 
under  the  OPPS  during  the  first  9 
months  of  CY  2007,  when  radiation 
oncology  guidance  services  were 
separately  payable.  During  the  first  9 
months  of  CY  2008,  when  payments  for 
radiation  oncology  guidance  were 
packaged,  hospitals  were  paid  over  $740 
million  for  radiation  oncology  services 
under  the  OPPS.  This  $740  million 
includes  packaged  payment  for 
radiation  oncology  guidance  services 
and  represents  a  10  percent  decrease  in 
aggregate  payment  from  CY  2007  to  CY 
2008.  Using  the  first  9  months  of  data 
for  both  CY  2007  and  CY  2008,  we 
calculated  an  average  payment  per 
radiation  oncology  service  or  item  billed 
of  $201  in  CY  2007  and  $190  in  CY 
2008,  representing  a  decrease  of  5 
percent  from  CY  2007  to  CY  2008.  It  is 
unclear  how  much  of  the  decrease  in 
aggregate  payment  and  the  decrease  in 
average  payment  per  service  provided 
may  be  due  to  packaging  payment  for 
radiation  oncology  guidance  services 
(and  other  services  that  were  newly 
packaged  for  CY  2008)  and  how  much 
may  be  due  to  the  usual  aimual  APC 
recalibration  and  typical  fluctuations  in 
service  frequency.  This  analysis  is 
discussed  in  further  detail  below,  under 
“Recommendation  1”  in  this  section  of 
this  proposed  rule.  In  that  analysis,  we 
demonstrate  that  the  volume  of  some 
packaged  radiation  oncology  guidance 
services  increased  during  the  period. 


leading  us  to  conclude  that,  irrespective 
of  the  decline  in  the  frequency  of 
radiation  oncology  services  in  general, 
hospitals  do  not  appear  to  be  changing 
their  practice  patterns  specifically  in 
response  to  packaged  payment  for 
radiation  oncology  guidance  services. 

We  similarly  analyzed  9  months  of  CY 

2007  and  CY  2008  data  related  to  all 
services  that  were  packaged  during  CY 

2008  because  they  were  categorized  as 
intraoperative  services.  Analysis  of  the 
intraoperative  category  (which  includes 
intravascular  ultrasound  (IVUS), 
intracardiac  echocardiography  (ICE), 
and  coronary  fractional  flow  reserve 
(FFR))  showed  minimal  changes  in  the 
frequency  and  the  number  of  reporting 
hospitals  between  CY  2007  and  CY 
2008. 

We  found  that  cardiac  catheterization 
and  other  percutaneous  vascular 
procedures  that  would  typically  be 
accompanied  by  IVUS,  ICE  and  FFR 
(including  IVUS,  ICE,  and  FFR)  were 
billed  approximately  375,000  times  in 
CY  2007  and  approximately  400,000 
times  in  CY  2008,  representing  an 
increase  of  8  percent  in  the  number  of 
services  and  items  billed  between  CY 
2007  and  CY  2008.  Further  emalysis 
revealed  that  the  OPPS  paid  hospitals 
over  $912  million  for  cardiac 
catheterizations,  other  related  services, 
and  IVUS,  ICE,  and  FFR  in  CY  2007, 
when  IVUS,  ICE,  and  FFR  were 
separately  payable.  In  the  first  9  months 
of  CY  2008,  the  OPPS  paid  hospitals 
approximately  $1.1  billion  for  cardiac 
catheterization  and  other  percutaneous 
vascular  procedures  and  IVUS,  ICE,  and 
FFR,  when  payments  for  IVUS,  ICE,  and 
FFR  were  packaged.  This  represents  a 
25  percent  increase  in  payment  from  CY 
2007  to  CY  2008.  Using  the  9  months  of 
data  for  both  CY  2007  and  CY  2008,  we 
calculated  an  average  payment  per 
service  or  item  provided  of  $2,430  in  CY 
2007  and  $2,800  in  CY  2008  for  cardiac 
catheterization  and  other  related 
services.  This  represents  an  increase  of 
15  percent  in  average  payment  per  item 
or  service  from  CY  2007  to  CY  2008. 

We  cannot  determine  how  much  of 
the  25  percent  increase  in  aggregate 
payment  for  these  services  may  be  due 
to  the  packaging  of  payment  for  IVUS, 
ICE,  and  FFR  (and  other  services  that 
were  newly  packaged  for  CY  2008)  and 
how  much  may  be  due  to  the  usual 
annual  APC  recalibration  and  typical 
fluctuations  in  service  frequency. 
However,  we  believe  that  all  of  these 
factors  contributed  to  the  increase  in 
payment  between  these  2  years. 

The  three  remaining  packaging 
categories  (excluding  observation 
services,  which  are  further  discussed  in 
section  II.A.2.e.(l)  of  this  proposed 
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rule),  contrast  agents,  image  processing 
services,  and  imaging  supervision  and 
interpretation  services,  show  minimal 
changes  in  frequency  between  CY  2007 
and  CY  2008,  ranging  from  a  3  percent 
increase  to  a  1  percent  decrease  in 
frequency.  Similarly,  when  examining 
the  number  of  hospitals  reporting  these 
services,  the  data  show  similar  numbers 
of  hospitals  reporting  these  services  in 
CY  2007,  when  these  services  were 
separately  payable,  and  CY2008,  when 
they  were  packaged.  Specifically,  the 
percentage  change  in  the  number  of 
reporting  hospitals  for  these  categories 
between  CY  2007  and  CY  2008  ranges 
from  0  percent  to  a  decrease  of  1 
percent. 

In  summary,  these  preliminary  data 
indicate  that  hospitals  in  aggregate  do 
not  appear  to  have  significantly  changed 
their  service  reporting  patterns  as  a 
result  of  the  expanded  packaging 
adopted  for  the  OPPS  beginning  in  CY 
2008. 

The  APC  Panel’s  Packaging 
Subcommittee  reviewed  the  packaging 
status  of  several  CPT  codes  and  reported 
its  findings  to  the  APC  Panel  at  its 
February  2009  meeting.  The  full  report 
of  the  February  18-19,  2009  APC  Panel 
meeting  can  be  found  on  the  CMS  Web 
site  at:  http://www.cms.hhs.gov/FACA/ 
OSAdvisoryPanelon 
AmbulatoryPaymentClassification 
Groups.asp.  The  APC  Panel  accepted 
the  report  of  the  Packaging 
Subcommittee,  heard  several 
presentations  related  to  packaged 
services,  discussed  the  deliberations  of 
the  Packaging  Subcommittee,  and 
recommended  that — 

1.  CMS  pay  separately  for  radiation 
therapy  guidance  services  performed  in 
the  treatment  room  for  2  years  and  then 
reevaluate  packaging  on  the  basis  of 
clainis  data.  (Recommendation  1) 

2.  CMS  continue  to  analyze  the 
impact  of  increased  packaging  on 
beneficiaries  and  provide  more  detailed 
versions  of  the  analyses  presented  at  the 
February  2009  meeting  of  services 
initially  packaged  in  CY  2008  at  the 
next  Panel  meeting.  In  addition,  the 
Panel  requested  that,  in  the  more 
detailed  analyses  of  radiation  oncology 
services  that  would  be  accompanied  by 
radiation  oncology  guidance,  CMS 
stratify  the  data  according  to  the  type  of 
radiation  oncology  service,  specifically, 
intensity  modulated  radiation  therapy, 
stereotactic  radiosurgery, 
brachytherapy,  and  conventional 
radiation  therapy.  (Recommendation  2) 

3.  CMS  continue  to  analyze  the 
impact  on  beneficiaries  of  increased 
packaging  of  diagnostic 
radiopharmaceuticals  and  provide  more 
detailed  analyses  at  the  next  Panel 


meeting.  In  addition,  the  Panel 
requested  that,  in  the  more  detailed 
analyses  of  packaging  of  diagnostic 
radiopharmaceuticals  by  type  of  nuclear 
medicine  scan,  CMS  break  down  the 
data  according  to  the  specific  CPT  codes 
billed  with  the  diagnostic 
radiopharmaceuticals. 

(Recommendation  3) 

4.  CPT  code  36592  (Collection  of 
blood  specimen  using  established 
central  or  peripheral  catheter,  venous, 
not  otherwise  specified)  remain 
assigned  to  APC  0624  (Phlebotomy  and 
Minor  Vascular  Access  Device 
Procedures)  for  CY  2010. 
(Recommendation  4) 

5.  The  Packaging  Subcommittee 
continue  its  work  until  the  next  APC 
Panel  meeting.  (Recommendation  5) 

We  address  each  of  these 
recommendations  in  turn  in  the 
discussion  that  follows. 

Recommendation  1 

We  are  not  proposing  to  pay 
separately  for  radiation  therapy 
guidance  services  provided  in  the 
treatment  room  for  CY  2010,  which 
would  be  consistent  with  the  APC 
Panel’s  recommendation.  Instead,  we 
are  proposing  to  maintain  the  packaged 
status  of  radiation  therapy  guidance 
services  performed  in  the  treatment 
room  for  CY  2010. 

As  discussed  above  in  this  section, 
during  the  February  2009  APC  Panel 
meeting,  we  presented  data  that 
estimated  that  aggregate  payment  for 
radiation  oncology  services,  including 
the  payment  for  radiation  oncology 
guidance  services,  decreased  by 
approximately  10  percent  between  the 
first  9  months  of  CY  2007  (before  the 
expanded  packaging  went  into  effect) 
and  the  first  9  months  of  CY  2008  (after 
the  expanded  packaging  went  into 
effect).  This  decline  may  be  attributable 
to  many  factors,  including  lower 
payment  rates  for  common  radiation 
oncology  services  in  CY  2008 
specifically  and  generally  reduced 
volume  for  separately  paid  radiation 
oncology  services.  The  APC  Panel 
expressed  concern  that  this  aggregate 
payment  decrease  could  inhibit  patient 
access  to  technologically  advanced  and 
clinically  valuable  radiation  oncology 
guidance  services  whose  payment 
became  packaged  effective  January  1, 
2008. 

While  we  presented  data  to  the  APC 
Panel  comparing  payment  between  CY 
2007  and  CY  2008  in  response  to  past 
APC  Panel  recommendations,  we  note 
that  we  made  changes  to  the  bypass  list 
for  CY  2009  to  ensme  that  we  more  fully 
captured  all  packaged  costs  on  each 
claim,  which  resulted  in  significantly 


increased  payment  rates  for  many  of 
these  radiation  oncology  services  for  CY 
2009,  as  compared  to  the  CY  2008 
payment  rates  for  these  services. 

Specifically,  as  discussed  in  detail  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68575),  in 
response  to  public  comments  received, 
several  radiation  oncology  CPT  codes 
had  been  included  on  the  bypass  list  for 
the  CY  2008  OPPS  although  they  failed 
to  meet  the  empirical  criteria  for 
inclusion  on  the  bypass  list.  For  CY 
2009,  we  removed  from  the  bypass  list 
those  radiation  oncology  codes  that  did 
not  meet  the  empirical  criteria.  As  a 
result  of  these  changes  to  the  bypass  list, 
the  CY  2009  median  costs  for  several 
common  radiation  oncology  APCs 
increased  by  more  than  9  percent  as 
'Compared  to  the  CY  2008  median  costs, 
while  the  median  costs  for  some  of  the 
other  lower  volume  radiation  oncology 
APCs,  most  notably  the  brachytherapy 
source  application  APCs,  declined.  For 
example,  as  noted  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68575),  these  changes  to  the  bypass 
list  resulted  in  payment  for  the  common 
combination  of  intensity  modulated 
radiation  therapy  (IMR’T)  and  image 
guided  radiation  therapy  (IGRT) 
increasing  from  $348  in  CY  2008  to 
$411  in  CY  2009.  Notably,  the  CY  2007 
total  payment  rate  for  this  combination 
of  services,  before  the  expanded 
packaging  went  into  effect,  was  $403. 

We  do  not  yet  have  CY  2009  claims 
data  reflecting  utilization  based  on  the 
payment  rates  in  effect  for  CY  2009. 
However,  we  do  not  expect  that  an 
overall  per  service  payment  comparison 
between  CY  2007  and  CY  2009  would 
likely  demonstrate  a  significant  decrease 
in  payment  for  radiation  oncology 
services  because  we  have  adopted  a 
significant  increase  in  the  CY  2009 
payment  rates  for  the  most  common 
radiation  oncology  services.  In  addition, 
we  note  that  CY  2010  proposed  rule 
data  indicate  that  the  CY  2010  APC 
median  costs  applicable  to  most 
radiation  oncology  services  experience 
increases  of  approximately  2  to  15 
percent  when  compared  to  their  CY 

2009  median  costs.  Although  a  small 
number  of  other  lower  volume  radiation 
oncology  APCs,  most  notably  the 
brachytherapy  and  stereotactic 
radiosurgery  APCs,  experience  declines 
in  median  costs,  we  do  not  expect  that 
an  overall  per  service  payment 
comparison  between  CY  2007  and  CY 

2010  would  likely  demonstrate  a 
significant  decrease  in  payment  for 
radiation  oncology  services  over  this 
time  period. 

While  we  understand  that  the  CY 
2007  to  CY  2008  aggregate  payment 
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comparison  provided  to  the  APC  Panel 
during  the  February  2009  meeting  may 
have  contributed  to  the  APC  Panel’s 
particular  concern  about  payment  for 
radiation  oncology  services  for  CY  2010, 
we  do  not  believe  that  packaging 
payment  for  radiation  oncology 
guidance  services  has  primarily  caused 
this  decline.  In  addition,  we  do  not 
believe  that  beneficiaries’  access  to 
these  services  has  been  limited  as  a 
result  of  packaging  payment  for 
radiatiomoncology  guidance  services.  In 
the  data  presented  to  the  APC  Panel  at 
the  February  2009  meeting,  the  number 
of  all  packaged  guidance  services 
provided  during  the  first  9  months  of 
CY  2008  represented  a  2  percent 
increase  from  the  number  of  guidance 
services  provided  dining  the  first  9 
months  of  CY  2007.  Further,  although 
the  CY  2008  volume  of  the  radiation 
oncology  guidance  codes  that  we  newly 
packaged  for  CY  2008  varied,  with  some 
of  the  services  experiencing  increases  in 
volume  and  others  experiencing 
decreases  in  volume,  in  aggregate,  the 
reporting  of  radiation  oncology 
guidance  services  increased  by  4 
percent  in  the  first  9  months  of  claims 
for  CY  2008,  as  compared  to  the  first  9 
months  of  CY  2007,  and  the  number  of 
hospitals  reporting  these  services  also 
increased.  This  further  supports  our 
belief  that,  irrespective  of  the  decline  in 
the  frequency  of  radiation  oncology 
services  in  general,  hospitals  do  not 
appear  to  be  changing  their  practice 
patterns  specifically  in  response  to 
packaged  payment  for  radiation 
oncology  guidance  services. 

Therefore,  we  are  not  proposing  to 
pay  separately  for  radiation  therapy 
guidance  services  performed  in  the 
treatment  room  for  2  years  as  the  APC 
Panel  recommended.  Instead,  for  CY 
2010,  we  cue  proposing  to  maintain  the 
packaged  status  of  all  radiation  therapy 
guidance  services,  including  those 
radiation  therapy  guidance  services 
performed  in  the  treatment  room. 

Recommendation  2 

We  are  accepting  the  APC  Panel 
recommendation  to  continue  to  analyze 
the  impact  of  increased  packaging  on 
beneficiaries  and  to  share  more  data 
with  the  APC  Panel.  We  will  carefully 
consider  which  additional  data  would 
be  most  informative  for  the  APC  Panel 
and  will  discuss  these  data  with  the 
APC  Panel  at  the  next  CY  2009  APC 
Panel  meeting  and/or  the  first  CY  2010 
APC  Panel  meeting.  Similarly,  we  will 
determine  what  additional  detailed  data 
related  to  radiation  oncology  services 
would  be  helpful  to  the  APC  Panel  and' 
will  share  these  data  at  the  next  CY 


2009  APC  Panel  meeting  and/or  the  first 
CY  2010  APC  Panel  meeting. 

Recommendation  3 

We  are  accepting  the  APC  Panel’s 
recommendation  that  CMS  continue  to 
analyze  the  impact  on  beneficiaries  of 
increased  packaging  of  diagnostic 
radiopharmaceuticals  and  provide  more 
detailed  analyses  at  the  next  APC  Panel 
meeting.  In  these  analyses  of  diagnostic 
radiopharmaceuticals  by  type  of  nuclear 
medicine  scan,  the  APC  Panel  further 
recommended  that  CMS  analyze  the 
data  according  to  the  specific  CPT  codes 
billed  with  the  diagnostic 
radiopharmaceuticals.  This  APC  Panel 
recommendation  is  discussed  in  detail 
in  section  II.A.2.d  (5)  of  this  proposed 
rule.  We  are  accepting  the  APC  Panel’s 
recommendation  and  will  provide 
additional  data  to  the  APC  Panel  at  an 
upcoming  meeting. 

Recommendation  4 

For  CY  2010,  we  are  proposing  to 
continue  to  treat  CPT  code  36592 
(Collection  of  blood  specimen  using 
established  central  or  peripheral 
catheter,  venous,  not  otherwise 
specified)  as  an  “STVX  packaged  code” 
and  to  assign  it  to  APC  0624 
(Phlebotomy  and  Minor  Vascular  Access 
Device  Procedures),  the  same  APC  to 
which  CPT  code  36591  (Collection  of 
blood  specimen  from  a  completely 
implantable  venous  access  device)  is 
currently  assigned  as  the  APC  Panel 
recommended.  CPT  code  36592  became 
effective  January  1,  2008  and  was 
assigned  interim  status  indicator  “N”  in 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period.  For  CY  2009,  in 
response  to  public  comments,  we 
proposed  to  treat  CPT  code  36592  as  a 
conditionally  packaged  code,  with 
assignment  to  APC  0624.  In  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68576),  we  discussed  the 
public  comments  we  received  regarding 
our  proposed  treatment  of  CPT  code 
36592.  Several  of  these  commenters 
supported  our  proposal  to  treat  CPT 
code  36592  as  a  conditionally  packaged 
code  with  assignment  to  APC  0624.  We 
stated  in  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  that  when 
cost  data  for  CPT  code  36592  became 
available  for  the  CY  2010  OPPS  annual 
update,  we  would  reevaluate  whether 
assignment  to  APC  0624  continued  to  be 
appropriate. 

Based  on  our  analysis  of  claims  data, 
our  clinical  understanding  of  the 
service,  and  our  discussion  with  the 
APC  Panel  Packaging  Subcommittee,  we 
are  proposing  to  maintain  the 
assignment  of  CPT  code  36592  to  APC 
0624  for  CY  2010,  consistent  with  the 


APC  Panel  recommendation,  and  we  are 
proposing  to  continue  to  treat  CPT  code 
36592  as  an  “STVX  packaged  code”  and 
assign  it  to  APC  0624.  We  note  that  we 
expect  hospitals  to  follow  the  CPT 
guidance  related  to  CPT  codes  36591 
and  36592  regarding  when  these 
services  should  be  appropriately 
reported. 

Recommendation  5 

In  response  to  the  APC  Panel’s 
recommendation  for  the  Packaging 
Subcommittee  to  remain  active  until  the 
next  APC  Panel  meeting,  we  note  that 
we  have  accepted  this  recommendation 
and  the  APC  Panel  Packaging 
Subcommittee  remains  active. 

Additional  issues  and  new  data 
concerning  the  packaging  status  of 
codes  will  be  shared  for  its 
consideration  as  information  becomes 
available.  We  continue  to  encourage 
submission  of  common  clinical 
scenarios  involving  currently  packaged 
HCPCS  codes  to  the  Packaging 
Subcommittee  for  its  ongoing  review. 

We  also  encourage  recommendations  of 
specific  services  or  procedures  whose 
payment  would  be  most  appropriately 
packaged  under  the  OPPS.  Additional 
detailed  suggestions  for  the  Packaging 
Subcommittee  should  be  submitted  by 
e-mail  to  APCPanel@cms.hhs.gov  with 
Packaging  Subcommittee  in  the  subject 
line. 

(2)  Other  Service-Specific  Packaging 
Issues 

The  APC  Panel  also  recommended 
that  CMS  reassign  CPT  code  76098 
(Radiological  examination,  surgical 
specimen)  from  APC  0317  (Level  II 
Miscellemeous  Radiology  Procedures)  to 
APC  0260  (Level  I  Plain  Film),  and  to 
place  CPT  code  76098  on  the  bypass 
list.  Based  on  our  analysis  of  the  CY 
2010  claims  containing  CPT  76098  and 
clinical  review  of  the  services  being 
furnished,  we  are  proposing  to  treat  CPT 
code  76098  as  a  “T-packaged”  code  for 
CY  2010  with  continued  assignment  to 
APC  0317.  As  discussed  above,  a  “T- 
packaged  code,”  identified  with 'status 
indicator  “Q2,”  describes  a  code  whose 
payment  is  packaged  when  one  or  more 
separately  paid  surgical  procedures  with 
a  status  indicator  of  “T”  are  provided 
during  the  hospital  encounter.  The 
assignment  of  status  indicator  “Q2”  to 
CPT  code  76098  would  result  in  more 
claims  data  being  available  to  set  the 
median  costs  for  the  surgical  procedures 
with  which  CPT  code  76098  is  most 
commonly  billed  (for  example,  CPT 
code  19101  (Biopsy  of  breast, 
percutaneous,  needle  core,  not  using 
image  guidance;  open  incisional)),  while 
continuing  to  provide  appropriate 
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separate  payment  that  reflects  the  costs 
of  the  service,  including  its  packaged 
costs,  when  it  is  not  billed  with  a 
surgical  procedure.  Further  discussion 
related  to  this  proposal  is  included  in 
section  II.A.l.b.  of  this  proposed  rule. 

B.  Proposed  Conversion  Factor  Update 

Section  1833(t)(3)(C)(ii)  of  the  Act 
requires  us  to  update  the  conversion 
factor  used  to  determine  payment  rates 
under  the  OPPS  on  an  annual  basis. 
Section  1833(t){3)(C)(iv)  of  the  Act 
provides  that,  for  CY  2010,  the  update 
is  equal  to  the  hospital  inpatient  market 
basket  percentage  increase  applicable  to 
hospital  discharges  under  section 
1886(b){3)(B)(iii)  of  the  Act.  The 
proposed  hospital  mcU'ket  basket 
increase  for  FY  2010  published  in  the 
FY  2010  IPPS/LTCH  PPS  proposed  rule 
(74  FR24239  through  24241)  is  2.1 
percent.  To  set  the  proposed  OPPS 
conversion  factor  for  CY  2010,  we 
increased  the  CY  2009  conversion  factor 
of  $66,059,  as  specified  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68584  through  68585),  by 
2.1  percent.  Hospitals  that  fail  to  meet 
the  reporting  requirements  of  the 
Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP)  are 
subject  to  a  reduction  of  2.0  percentage 
points  from  the  market  basket  update  to 
the  conversion  factor.  For  a  cohiplete 
discussion  of  the  HOP  QDRP 
requirements  and  the  payment- 
reduction  for  hospitals  that  fail  to  meet 
those  requirements,  we  refer  readers  to 
section  XVI.  of  this  proposed  rule. 

In  accordance  with  section 
1833(t)(9)(B)  of  the  Act,  we  further 
adjusted  the  conversion  factor  for  CY 
2010  to  ensure  that  any  revisions  we  are 
proposing  to  make  to  our  updates  for  a 
revised  wage  index  and  rural 
adjustment  are  made  on  a  budget 
neutral  basis.  We  calculated  an  overall 
budget  neutrality  factor  of  1.0000  for 
wage  index  changes  by  comparing  total 
payments  from  our  simulation  model 
using  the  FY  2010  IPPS  proposed  wage 
index  values  to  those  payments  using 
the  current  (FY  2009)  IPPS  wage  index 
values.  For  CY  2010,  we  are  not 
proposing  a  change  to  our  rural 
adjustment  policy.  Therefore,  the 
proposed  budget  neutrality  factor  for  the 
rural  adjustment  is  1.0000. 

For  this  proposed  rule,  we  estimate 
that  pass-through  spending  for  both 
drugs  and  biologicals  and  devices  for 
CY  2010  would  equal  approximately 
$38  million,  which  represents  0.12 
percent  of  total  projected  CY  2010  OPPS 
spending.  Therefore,  the  conversion 
factor  is  also  adjusted  by  the  difference 
between  the  0.11  percent  estimate  of 
pass-through  spending  set  aside  for  CY 


2009  and  the  0.12  percent  estimate  of 
CY  2010  pass-through  spending. 

Finally,  estimated  payments  for  outliers 
remain  at  1.0  percent  of  total  OPPS 
payments  for  CY  2010. 

The  proposed  market  basket  increase 
update  factor  of  2.1  percent  for  CY  2010 
and  the  adjustment  of  0.01  percent  of 
projected  OPPS  spending  for  the 
difference  in  the  pass-through  spending 
set  aside  resulted  in  a  full  proposed 
market  basket  conversion  factor  for  CY 

2010  of  $67,439.  To  calculate  the 
proposed  CY  2010  reduced  market 
basket  conversion  factor  for  those 
hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP  for  the 
full  CY  2010  payment  update,  we  made 
all  other  adjustments  discussed  above, 
but  used  a  proposed  reduced  market 
basket  increase  update  factor  of  0.1 
percent.  This  resulted  in  a  proposed 
reduced  market  basket  conversion  factor 
for  CY  2010  of  $66,118  for  those 
hospitals  that  fail  to  meet  the  HOP 
QDRP  requirements. 

C.  Proposed  Wage  Index  Changes 

Section  1833(t)(2)(D)  of  the  Act 
requires  the  Secretary  to  determine  a 
wage  adjustment  factor  to  adjust,  for 
geographic  wage  differences,  the  portion 
of  the  OPPS  payment  rate,  which 
includes  the  copayment  standardized 
amount,  that  is  attributable  to  labor  and 
labor-related  cost.  Tbis  adjustment  must 
be  made  in  a  budget  neutral  maimer  and 
budget  neutrality  is  discussed  in  section 
II. B.  of  this  proposed  rule. 

The  OPPS  labor-related  share  is  60 
percent  of  the  national  OPPS  payment. 
This  labor-related  share  is  based  on  a 
regression  analysis  that  determined  that 
approximately  60  percent  of  the  costs  of 
services  paid  under  the  OPPS  were 
attributable  to  wage  costs.  We  confirmed 
that  this  labor-related  share  for 
outpatient  services  is  still  appropriate 
during  our  regression  analysis  for  the 
payment  adjustment  for  rural  hospitals  , 
in  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68553). 
Therefore,  we  are  not  proposing  to 
revise  this  policy  for  the  CY  2010  OPPS. 
We  refer  readers  to  section  II.G.  of  this 
proposed  rule  for  a  description  and 
example  of  how  the  wage  index  for  a 
particular  hospital  is  used  to  determine 
the  payment  for  the  hospital. 

As  discussed  in  section  n.A.2.c.  of 
this  proposed  rule,  for  estimating 
national  median  APC  costs,  we 
standardize  60  percent  of  estimated 
claims  costs  for  geographic  area  wage 
variation  using  the  same  FY  2010  pre- 
reclassifled  wage  indices  that  the  IPPS 
uses  to  standardize  costs.  This 
standardization  process  removes  the 
effects  of  differences  in  area  wage  levels 


from  the  determination  of  a  national 
unadjusted  OPPS  payment  rate  and  the 
copayment  amount. 

As  published  in  the  original  OPPS 
April  7,  2000  final  rule  with  comment 
period  (65  FR  18545),  the  OPPS  has 
consistently  adopted  the  final  IPPS 
wage  indices  as  the  wage  indices  for 
adjusting  the  OPPS  standard  payment 
amounts  for  labor  market  differences. 
Thus,  the  wage  index  that  applies  to  a 
particular  acute  care  short-stay  hospital 
under  the  IPPS  would  also  apply  to  that 
hospital  under  the  OPPS.  As  initially 
explained  in  the  September  8, 1998 
OPPS  proposed  rule,  we  believed  and 
continue  to  believe  that  using  the  IPPS 
wage  index  as  the  source  of  an 
adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  tbe 
HOPD  witbin  tbe  hospital  overall.  In 
accordance  with  section  1886(d)(3)(E)  of 
the  Act,  the  IPPS  wage  index  is  updated 
annually.  Therefore,  in  accordance  with 
our  established  policy,  we  are  proposing 
to  use  the  final  FY  2010  version  of  the 
IPPS  wage  indices  used  to  pay  IPPS 
hospitals  to  adjust  the  CY  2010  OPPS 
payment  rates  and  copayment  amounts 
for  geographic  differences  in  labor  cost 
for  all  providers  that  participate  in  the 
OPPS,  including  providers  that  are  not 
paid  under  the  IPPS  (referred  to  in  this 
section  as  “non-IPPS”  providers). 

We  note  that  the  proposed  FY  2010 
IPPS  wage  indices  continue  to  reflect  a 
number  of  adjustments  implemented 
over  the  past  few  years,  including 
revised  Office  of  Management  and 
Budget  (0MB)  standards  for  defining 
geographic  statistical  areas  (Core-Based 
Statistical  Areas  or  CBS  As), 
reclassification  to  different  geographic 
areas,  rural  floor  provisions  and  tbe 
accompanying  budget  neutrality 
adjustment,  an  adjustment  for  out¬ 
migration  labor  patterns,  an  adjustment 
for  occupational  mix,  and  a  policy  for 
allocating  hourly  wage  data  among 
campuses  of  multicampus  hospital 
systems  that  cross  CBSAs.  For  the  FY 
2010  wage  indices,  these  changes 
include  a  continuing  transition  to  the 
new  reclassification  threshold  criteria 
that  were  finalized  in  the  FY  2009  IPPS 
final  rule  (73  FR  48568  through  48570), 
updated  2007-2008  occupational  mix 
survey  data,  and  a  continuing  transition 
to  State-level  budget  neutrality  for  the 
rural  and  imputed  floors.  We  refer 
readers  to  the  FY  2010  IPPS/LTCH  PPS 
proposed  rule  (74  FR  24137  through 
24153)  for  a  detailed  discussion  of  all 
proposed  changes  to  the  FY  2010  IPPS 
wage  indices.  In  addition,  we  refer 
readers  to  the  CY  2005  OPPS  final  rule 
with  comment  period  (69  FR  65842 
through  65844)  and  subsequent  OPPS 
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rules  for  a  detailed  discussion  of  the 
history  of  these  wage  index  adjustments 
as  applied  under  the  OPPS. 

The  IPPS  wage  indices  that  we  are 
proposing  to  adopt  in  this  proposed  rule 
include  all  reclassifications  that  are 
approved  by  the  Medicare  Geographic 
Classification  Review  Board  (MGCRB) 
for  FY  2010.  We  note  that 
reclassifications  under  section  508  of 
Public  Law  108-173  and  certain  special 
exception  reclassifications  that  were 
extended  by  section  106(a)  of  Public 
Law  109-432  (MIEA-TRHCA)  and 
section  117(a)(1)  of  Public  Law  110-173 
(MMSEA)  were  set  to  terminate 
September  30,  2008,  but  were  further 
extended  by  section  124  of  Public  Law 
110-275  (MIPPA)  through  September 
30,  2009. 

As  noted  in  the  GY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68585),  after  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  124  of 
Public  Law  110-275  further  extended 
geographic  reclassifications  under 
section  508  and  certain  special 
exception  reclassifications  until 
September  30,  2009.  We  did  not  make 
any  proposals  related  to  these 
provisions  for  the  CY  2009  OPPS  wage 
indices  in  our  CY  2009  proposed  rule 
because  Public  Law  110-275  was 
enacted  after  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule.  In  accordance 
with  section  124  of  Public  Law  110-275, 
for  CY  2009,  we  adopted  all  section  508 
geographic  reclassifications  through 
September  30,  2009.  Similar  to  our 
treatment  of  section  508 
reclassifications  extended  under  Public 
Law  110-173  as  described  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68586), 
hospitals  with  section  508 
reclassifications  revert  to  their  home 
area  wage  index,  with  out-migration 
adjustment  if  applicable,  from  October 
1,  2009,  to  December  31,  2009.  As  we 
did  for  CY  2008,  we  also  have  extended 
the  special  exception  wage  indices  for 
certain  hospitals  through  December  31, 
2009,  under  the  OPPS,  in  order  to  give 
these  hospitals  the  special  exception 
wage  indices  under  the  OPPS  for  the 
same  time  period  as  under  the  IPPS.  We 
refer  readers  to  the  Federal  Register 
notice  published  subsequent  to  the  FY 
2009  EPPS  final  rule  for  a  detailed 
discussion  of  the  changes  to  the  wage 
indices  as  required  by  section  124  of 
Public  Law  110-275  (73  FR  57888). 
Because  the  provisions  of  section  124  of 
Public  Law  110-275  expire  in  2009  and 
are  not  applicable  to  FY  2010,  we  are 
not  making  any  proposals  related  to 
those  provisions  for  the  OPPS  wage 
indices  for  CY  2010. 


For  purposes  of  the  OPPS,  we  are 
proposing  to  continue  our  policy  in  CY 
2010  to  allow  non-IPPS  hospitals  paid 
under  the  OPPS  to  qualify  for  the  out¬ 
migration  adjustment  if  they  are  located 
in  a  section  505  out-migration  county. 

We  note  that  because  non-IPPS 
hospitals  cannot  reclassify,  they  are 
eligible  for  the  out-migration  wage 
adjustment.  Table  4J  in  the  Federal 
Register  for  the  FY  2010  IPPS  proposed 
wage  indices  (74  FR  24446  through 
24462)  identifies  counties  eligible  for 
the  out-migration  adjustment  and 
providers  receiving  the  adjustment.  As 
we  have  done  in  prior  years,  we  are 
reprinting  Table  4J  as  Addendum  L  to 
this  proposed  rule,  with  the  addition  of 
non-IPPS  hospitals  that  would  receive 
the  section  505  out-migration 
adjustment  under  the  CY  2010  OPPS. 

As  stated  earlier  in  this  section,  we 
continue  to  believe  that  using  the  IPPS 
wage  indices  as  the  source  of  an 
adjustment  factor  for  the  OPPS  is 
reasonable  and  logical,  given  the 
inseparable,  subordinate  status  of  the 
HOPD  within  the  hospital  overall. 
Therefore,  we  are  proposing  to  use  the 
final  FY  2010  IPPS  wage  indices  for 
calculating  the  OPPS  payments  in  CY 
2010.  With  the  exception  of  the  out¬ 
migration  wage  adjustment  table 
(Addendum  L  to  this  proposed  rule), 
which  includes  non-IPPS  hospitals  paid 
under  the  OPPS,  we  are  not  reprinting 
the  FY  2010  IPPS  proposed  wage 
indices  referenced  in  this  discussion  of 
the  wage  index.  We  refer  readers  to  the 
CMS  Web  site  for  the  OPPS  at:  http:// 
www.cms.hhs.gov/providers/hopps.  At 
this  link,  readers  will  find  a  link  to  the 
FY  2010  IPPS  proposed  wage  index 
tables^ 

D.  Proposed  Statewide  Average  Default 
CCRs 

In  addition  to  using  CCRs  to  estimate 
costs  from  charges  on  claims  for 
ratesetting,  CMS  uses  CCRs  to  determine 
outlier  payments,  payments  for  pass¬ 
through  devices,  and  monthly  interim 
transitional  corridor  payments  under 
the  OPPS  during  the  PPS  year.  Medicare 
contractors  caimot  calculate  a  CCR  for 
some  hospitals  because  there  is  no  cost 
report  available.  For  these  hospitals, 
CMS  uses  the  statewide  average  default 
CCRs  to  determine  the  payments 
mentioned  above  until  a  hospital’s 
Medicare  contractor  is  able  to  calculate 
the  hospital’s  actual  CCR  from  its  most 
recently  submitted  Medicare  cost  report. 
These  hospitals  include,  but  are  not 
limited  to,  hospitals  that  are  new,  have 
not  accepted  assignment  of  an  existing 
hospital’s  provider  agreement,  and  have 
not  yet  submitted  a  cost  report.  CMS 
also  uses  the  statewide  average  default 


CCRs  to  determine  payments  for 
hospitals  that  appear  to  have  a  biased 
CCR  (that  is,  the  CCR  falls  outside  the 
predetermined  ceiling  threshold  for  a 
valid  CCR)  or  for  hospitals  whose  most 
recent  cost  report  reflects  an  all- 
inclusive  rate  status  (Medicare  Claims 
Processing  Manual,  Pub.  100—04, 

Chapter  4,  Section  10.11).  We  are 
proposing  to  update  the  default  ratios 
for  CY  2010  using  the  most  recent  cost 
report  data.  We  discuss  our  policy  for 
using  default  CCRs,  including  setting 
the  ceiling  threshold  for  a  valid  CCR,  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68594  through 
68599)  in  the  context  of  our  adoption  of 
an  outlier  reconciliation  policy  for  cost 
reports  beginning  on  or  after  January  1, 
2009. 

For  CY  2010,  we  used  our  standard 
methodology  of  calculating  the 
statewide  average  default  CCRs  using 
the  same  hospital  overall  CCRs  that  we 
use  to  adjust  charges  to  costs  on  claims 
data  for  setting  the  CY  2010  proposed 
OPPS  relative  weights.  Table  12  below 
lists  the  proposed  CY  2010  default 
urban  and  rural  CCRs  by  State  and 
compares  them  to  last  year’s  default 
CCRs.  These  proposed  CCRs  are  the 
ratio  of  total  costs  to  total  charges  from 
each  hospital’s  most  recently  submitted 
cost  report,  for  those  cost  centers 
relevant  to  outpatient  services  weighted 
by  Medicare  Part  B  charges.  We  also 
adjusted  ratios  from  submitted  cost 
reports  to  reflect  final  settled  status  by 
applying  the  differential  between  settled 
to  submitted  costs  and  charges  from  the 
most  recent  pair  of  final  settled  and 
submitted  cost  reports.  ,We  then 
weighted  each  hospital’s  CCR  by  the 
volume  of  separately  paid  line-items  on 
hospital  claims  corresponding  to  the 
year  of  the  majority  of  cost  reports  used 
to  calculate  the  overall  CCRs.  We  refer 
readers  to  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR  66680 
through  66682)  and  prior  OPPS  rules  for 
a  more  detailed  discussion  of  our 
established  methodology  for  calculating 
the  statewide  average  default  CCRs, 
including  the  hospitals  used  in  our 
calculations  and  our  trimming  criteria. 

For  this  proposed  rule,  approximately 
85  percent  of  the  submitted  cost  reports 
utilized  in  the  default  ratio  calculations 
represented  data  for  cost  reporting 
periods  ending  in  CY  2007  and  14 
percent  were  for  cost  reporting  periods 
ending  in  CY  2006.  For  Maryland,  we 
used  an  overall  weighted  average  CCR 
for  all  hospitals  in  the  nation  as  a 
substitute  for  Maryland  CCRs.  Few 
hospitals  in  Maryland  are  eligible  to 
receive  payment  under  the  OPPS,  which 
limits  the  data  available  to  calculate  an 
accurate  and  representative  CCR.  In 
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general,  observed  changes  in  the  CY  2009  and  CY  2010  are  modest  and  associated  with  areas  that  have  a  small 

statewide  average  default  CCRs  between  the  few  significant  changes  are  number  of  hospitals. 

Table  12— Proposed  CY  2010  Statewide  Average  CCRs 


ALASKA  . 

ALASKA  . 

ALABAMA  . 

ALABAMA  . 

ARKANSAS  . 

ARKANSAS  . 

ARIZONA  . 

ARIZONA  . 

CALIFORNIA . 

CALIFORNIA . 

COLORADO  . 

COLORADO  . 

CONNECTICUT  . 

CONNECTICUT  . 

DISTRICT  OF  COLUMBIA 

DELAWARE  . 

DELAWARE  . 

FLORIDA . 

FLORIDA . 

GEORGIA . 

GEORGIA . 

HAWAII . 

HAV\/AII . 

IOWA . 

IOWA . 

IDAHO  . 

IDAHO  . 

ILLINOIS . 

ILLINOIS . 

INDIANA  . 

INDIANA . 

KANSAS  . 

KANSAS  . 

KENTUCKY  . 

KENTUCKY  . 

LOUISIANA  . 

LOUISIANA  . 

MARYLAND  . 

MARYLAND  . 

MASSACHUSETTS  . 

MAINE  . 

MAINE  . 

MICHIGAN  . 

MICHIGAN  . 

MINNESOTA  . 

MINNESOTA  . 

MISSOURI . 

MISSOURI . 

MISSISSIPPI  . 

MISSISSIPPI  . 

MONTANA  . 

MONTANA  . 

NORTH  CAROLINA  . 

NORTH  CAROLINA  . 

NORTH  DAKOTA  . . 

NORTH  DAKOTA . 

NEBRASKA  . 

NEBRASKA  . 

NEW  HAMPSHIRE  . 

NEW  HAMPSHIRE  . 

NEW  JERSEY . 

NEW  MEXICO . 

NEW  MEXICO . 

NEVADA  . 

NEVADA . . 

NEW  YORK . 


Urban/rural  j 

Proposed  CY 
2010  default 
CCR 

Previous  de¬ 
fault  CCR  (CY 

2009  OPPS 

Final  rule) 

RURAL  . 

0.511 

0.562 

URBAN  . 

0.334 

0.345 

RURAL  . 

0.218 

0.221 

URBAN  . 

0.202 

0.202 

RURAL  . 

0.256 

0.256 

URBAN  . 

0.259 

0.268 

RURAL  . 

0.260 

0.267 

URBAN  . 

0.219 

0.226 

RURAL  . 

0.210 

0.219 

URBAN  . 

0.212 

0.218  ! 

RURAL  . 

0.343 

0.346 

URBAN  . 

0.251 

0.248 

RURAL  . 

0.371 

0.372 

URBAN  . 

0.333 

0.322 

URBAN  . 

0.327 

0.329 

RURAL  . 

0.320 

0.302 

URBAN  . 

0.382 

0.349 

RURAL  . 

0.205 

0.204 

URBAN  . 

0.189 

0.189 

RURAL  . 

0.267 

0.267 

URBAN  . 

0.247 

0.251 

RURAL  . 

0.357 

0.367 

URBAN  . 

0.307 

0.344 

RURAL  . 

0.332 

0.439 

URBAN  . 

0.292 

0.294 

RURAL  . 

0.477 

0.449 

URBAN  . 

0.425 

0.419 

RURAL  . 

0.277 

0.280 

URBAN . 

0.261 

0.266 

RURAL  . 

0.295 

0.298 

URBAN . . 

0.297 

0.295 

RURAL  . 

0.297 

0.300 

URBAN  . 

0.238 

0.238 

RURAL  . 

0.233 

0.236 

URBAN  . 

0.260 

0.255 

RURAL  . 

0.281 

0.283 

URBAN  . 

0.265 

0.258 

RURAL  . 

0.299 

0.303 

URBAN  . 

0.271 

0.276 

URBAN  . 

0.325 

0.328 

RURAL  . 

0.451 

0.452 

URBAN  . 

0.436 

0.428 

RURAL  . 

0.319 

0.317 

URBAN  . 

0.319 

0.321 

RURAL  . 

0.485 

0.488 

URBAN  . 

0.330 

0.348 

RURAL . 

0.274 

0.269 

URBAN  . 

0.276 

0.282 

RURAL  . 

0.261 

0.261 

URBAN  . 

0.198 

0.209 

RURAL  . 

0.468 

0.455 

URBAN  . 

0.466 

0.439 

RURAL  . 

0.272 

0.272 

URBAN  . 

0.288 

0.292 

RURAL  . 

0.349 

0.369 

URBAN  . 

0.352 

0.354 

RURAL  . 

0.346 

0.345 

URBAN  . 

0.264 

0.283 

RURAL  . 

0.350 

0.350 

URBAN  . 

0.288 

0.296 

URBAN  . 

0.251 

0.257 

RURAL  . 

0.264 

0.263 

URBAN  . 

0.337 

0.328 

RURAL  . 

0.311 

0.312 

URBAN  . 

0.192 

0.192 

RURAL  . 

0.421 

0.412 
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Table  12— Proposed  CY  2010  Statewide  Average  CCRs— Continued 


State 

Urban/rural 

Proposed  CY 
2010  default 
CCR 

Previous  de¬ 
fault  CCR  (CY 
2009  OPPS 
Final  rule) 

NEW  YORK . . . . . 

URBAN  . 

0.385 

0.388 

OHIO  . . . - . 

RURAL  . 

0.348 

0.353 

OHIO  . . . 

URBAN  . 

0.254 

0.258 

OKLAHOMA  . . . ; . . . 

RURAI _ 

0.275 

0.278 

OKLAHOMA  . - . . . 

URBAN  . 

0.238 

0.238 

OREGON  . 

RURAL  . 

0.311 

0.318 

OREGON  . 

URBAN  . 

0.353 

0.374 

PENNSYLVANIA  . . . 

RURAL  . 

0.282 

0.284 

PENNSYLVANIA . 

URBAN  . 

0.224 

0.232 

PUERTO  RICO  . . . 

URBAN  . 

0.487 

0.519 

RHODE  ISLAND  . 

URBAN  . 

0.293 

0.294 

SOUTH  CAROLINA  . 

RURAL  . 

0.243 

0.242 

SOUTH  CAROLINA  . . . 

URBAN  . 

0.245 

0.240 

SOUTH  DAKOTA . . . 

RURAL  . 

0.328 

0.336 

SOUTH  DAKOTA  . 

URBAN  . 

0.263 

0.267 

TENNESSEE . . . 

RURAL  . 

0.237 

0.244 

TENNESSEE . . . 

URBAN  . 

0.220  1 

0.221 

TEXAS . . . 

RURAL  . 

0.256 

0.257 

TEXAS  . 

URBAN  . 

0.230 

0.238 

UTAH . . . 

RURAL . 

0.406 

0.413 

UTAH . 

URBAN  . 

0.409 

0.430 

VIRGINIA . . . 

RURAL  . 

0.253 

0.257 

VIRGINIA . 

URBAN  . 

0.263 

0.266 

VERMONT  . 

RURAL  . 

0.412 

0.406 

VERMONT  . . 

URBAN  . 

0.422 

0.422 

WASHINGTON . 

RURAL  . 

0.354 

0.349 

WASHINGTON . 

URBAN  . 

0.336 

0.342 

WISCONSIN . 

RURAL  . 

0.402 

0.399 

WISCONSIN . 

URBAN  . 

0.334 

0.346 

WEST  VIRGINIA  . .-. . 

RURAL  . 

0.292 

0.293 

WEST  VIRGINIA  . 

URBAN  . 

0.348 

0.349 

WYOMING  . . . 

RURAL  . 

0.413 

0.418 

WYOMING  . 

URBAN  . 

0.315 

0.331 

J _ 

E.  Proposed  OPPS  Payment  to  Certain 
Rural  and  Other  Hospitals 

1.  Hold  Harailess  Transitional  Payment 
Changes  Made  by  Public  Law  110-275 
(MIPPA) 

When  the  OPPS  was  implemented, 
every  provider  was  eligible  to  receive  an 
additional  payment  adjustment  (called 
either  transitional  corridor  payments  or 
transitional  outpatient  payments 
(TOPs))  if  the  payments  it  received  for 
covered  OPD  services  xmder  the  OPPS 
were  less  them  the  payments  it  would 
have  received  for  the  same  services 
under  the  prior  reasonable  cost-based 
system  (referred  to  as  the  pre-BBA 
amovmt).  Section  1833(t)(7)  of  the  Act 
provides  that  the  transitional  corridor 
payments  are  temporary  payments  for 
most  providers  and  were  intended  to 
ease  their  transition  from  the  prior 
reasonable  cost-based  payment  system 
to  the  OPPS  system.  There  are  two, 
exceptions  to  this  provision,  cancer 
hospitals  and  children’s  hospitals,  and 
those  hospitals  receive  the  transitional 
corridor  payments  on  a  permanent 
basis.  Section  1833(t)(7)(D)(i)  of  the  Act 
originally  provided  for  transitional 


corridor  payments  to  rural  hospitals 
with  100  or  fewer  beds  for  covered  OPD 
services  furnished  before  January  1, 

2004,  However,  section  411  of  Public 
Law  108-173  amended  section 
1833(t)(7)(D)(i)  of  the  Act  to  extend 
these  payments  through  December  31, 

2005,  for  rural  hospitals  with  100  or 
fewer  beds.  Section  411  also  extended 
the  transitional  corridor  payments  to 
SCHs  located  in  rural  areas  for  services 
furnished  during  the  period  that  began 
with  the  provider’s  first  cost  reporting 
period  beginning  on  or  after  January  1, 
2004,  and  ended  on  December  31,  2005. 
Accordingly,  the  authority  for  making 
transitional  corridor  payments  xmder 
section  1833(t)(7)(D)(i)  of  the  Act,  as 
amended  by  section  411  of  Public  Law 
108-173,  for  nural  hospitals  having  100 
or  fewer  beds  and  SCHs  located  in  rural 
areas  expired  on  December  31,  2005. 

Section  5105  of  Public  Law  109-171 
reinstituted  the  TOPs  for  covered  OPD 
services  furnished  on  or  after  January  1, 

2006,  and  before  January  1,  2009,  for 
rural  hospitals  having  100  or  fewer  beds 
that  are  not  SCHs.  When  the  OPPS 
payment  was  less  than  the  provider’s 
pre-BBA  amount,  the  amount  of 


payment  was  increased  by  95  percent  of 
the  amount  of  the  difference  between 
the  two  payment  systems  for  CY  2006, 
by  90  percent  of  the  amount  of  that 
difference  for  CY  2007,  and  by  85 
percent  of  the  amount  of  that  difference 
for  CY  2008. 

For  CY  2006,  we  implen^ented  section 
5105  of  Public  Law  109-171  through 
Transmittal  877,  issued  on  February  24, 
2006.  In  the  Transmittal,  we  did  not 
specifically  address  whether  TOPs 
apply  to  essential  access  commvmity 
hospitals  (EACHs),  which  are 
considered  to  be  SCHs  under  section 
l886(d)(5)(D)(iii)(III)  of  the  Act. 
Accordingly,  under  the  statute,  EACHs 
are  treated  as  SCHs.  In  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68010),  we  stated  that 
EACHs  were  not  eligible  for  TOPs  vmder 
Public  Law  109-171.  However,  we 
stated  they  were  eligible  for  the 
adjustment  for  rural  SCHs.  In  the  CY 
2007  OPPS/ASC  final  irde  with 
comment  period  (71  FR  68010  and 
68228),  we  updated  §  419.70(d)  of  our 
regulations  to  reflect  the  reqtdrements  of 
Public  Law  109-171. 
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In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41461),  we  stated  that, 
effective  for  services  provided  on  or 
after  January  1,  2009,  rural  hospitals 
having  100  or  fewer  beds  that  are  not 
SCHs  would  no  longer  be  eligible  for 
TOPs,  in  accordance  with  section  5105 
of  Public  Law  109-171.  However, 
subsequent  to  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  147  of 
Public  Law  110-275  amended  section 
1833(t)(7)(D){i)  of  the  Act  by  extending 
the  period  of  TOPs  to  rural  hospitals 
with  100  beds  or  fewer  for  1  year,  for 
services  provided  before  January  1, 

2010.  Section  147  of  Public  Law  110- 
275  also  extended  TOPs  to  SCHs 
(including  EACHs)  with  100  or  fewer 
beds  for  covered  OPD  services  provided 
on  or  after  January  1,  2009,  and  before 
January  1,  2010.  In  accordance  with 
section  147  of  Public  Law  110-275, 
when  the  OPPS  payment  is  less  than  the 
provider’s  pre-BBA  amount,  the  amount 
of  payment  is  increased  by  85  percent 
of  the  amount  of  the  difference  between 
the  two  payment  systems  for  CY  2009. 

For  CY  2009,  we  revised 
§§  419.70(d)(2)  and  (d)(4)  and  added  a 
new  paragraph  (d)(5)  to  incorporate  the 
provisions  of  section  147  of  Public  Law 
110-275.  In  addition,  we  made  other 
technical  changes  to  §  419.70(d)(2)  to 
more  precisely  capture  our  existing 
policy  and  to  correct  an  inaccurate 
cross-reference.  We  also  made  technical 
corrections  to  the  cross-references  in 
paragraphs  (e),  (g),  and  (i)  of  §419.70. 

For  CY  2010,  we  £u:e  proposing  to  make 
a  technical  correction  to  the  heading  of 
§  419.70(d)(5)  to  correctly  identify  the 
policy  as  described  in  the  subsequent 
regulation  text.  The  paragraph  heading 
should  indicate  that  the  adjustment 
applies  to  small  SCHs,  rather  than  to 
rural  SCHs. 

Effective  for  services  provided  on  or 
after  January  1,  2010,  rural  hospitals  and 
SCHs  (including  EACHs)  having  100  or 
fewer  beds  will  no  longer  be  eligible  for 
hold  harmless  TOPs,  in  accordance  with 
section  147  of  Public  Law  110-275. 

2.  Proposed  Adjustment  for  Rural  SCHs 
Implemented  in  CY  2006  Related  to 
Public  Law  108-173  (MMA) 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68556),  we 
finalized  a  payment  increase  for  rural 
SCHs  of  7.1  percent  for  all  services  and 
procedures  paid  under  the  OPPS, 
excluding  dnigs,  biologicals, 
brachytherapy  sources,  and  devices  paid 
under  the  pass-through  payment  policy 
in  accordance  with  section 
1833(t)(13)(B)  of  the  Act,  as  added  by 
section  411  of  Public  Law  108-173. 
Section  411  gave  the  Secretary  the 
authority  to  make  an  adjustment  to 


OPPS  payments  for  rural  hospitals, 
effective  January  1,  2006,  if  justified  by 
a  study  of  the  difference  in  costs  by  APC 
between  hospitals  in  rural  and  hospitals 
in  urban  areas.  Our  analysis  showed  a 
difference  in  costs  for  rural  SCHs. 
Therefore,  for  the  CY  2006  OPPS,  we 
finalized  a  payment  adjustment  for  rural 
SCHs  of  7.1  percent  for  all  services  and 
procedures  paid  under  the  OPPS, 
excluding  separately  payable  drugs  and 
biologicals,  brachytherapy  sources,  and 
devices  paid  under  the  pass-through 
payment  policy,  in  accordance  with 
section  1833(t)(13)(B)  of  the  Act. 

In  CY  2007,  we  became  aware  that  we 
did  not  specifically  address  whether  the 
adjustment  applies  to  EACHs,  which  are 
considered  to  be  SCHs  under  section 
1886(d)(5)(D)(iii)(lII)  of  the  Act.  Thus, 
under  the  statute,  EACHs  are  treated  as 
SCHs.  Therefore,  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period  (71 
FR  68010  and  68227),  for  purposes  of 
receiving  this  rural  adjustment,  we 
revised  §  419.43(g)  to  clarify  that  EACHs 
are  also  eligible  to  receive  the  rural  SCH 
adjustment,  assuming  these  entities 
otherwise  meet  the  rural  adjustment 
criteria.  Currently,  fewer  than  10 
hospitals  are  classified  as  EACHs  and  as 
of  CY  1998,  under  section  4201(c)  of 
Public  Law  105-33,  a  hospital  can  no 
longer  become  newly  classified  as  an 
EACH. 

This  adjustment  for  rural  SCHs  is 
budget  neutral  and  applied  before 
calculating  outliers  and  copayment.  As 
stated  in  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68560),  we 
would  not  reestablish  the  adjustment 
amount  on  an  annual  basis,  but  we  may 
review  the  adjustment  in  the  future  and, 
if  appropriate,  would  revise  the 
adjustment.  We  provided  the  same  7.1 
percent  adjustment  to  rural  SCHs, 
including  EACHs,  again  in  CY  2008  and 
CY  2009.  Further,  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68590),  we  updated  the  regulations 
at  §  419.43(g)(4)  to  specify,  in  general 
terms,  that  items  paid  at  charges 
adjusted  to  costs  by  application  of  a 
hospital-specific  CCR  are  excluded  from 
the  7.1  percent  payment  adjustment. 

For  the  CY  2010  OPPS,  we  are 
proposing  to  continue  our  policy  of  a 
budget  neutral  7.1  percent  payment 
adjustment  for  rural  SCHs,  including 
EACHs,  for  all  services  and  procedures 
paid  under  the  OPPS,  excluding 
separately  payable  drugs  and 
biologicals,  devices  paid  under  the  pass¬ 
through  payment  policy,  and  items  paid 
at  charges  reduced  to  costs.  We  intend 
to  reassess  the  7.1  percent  adjustment  in 
the  near  future  by  examining  differences 
between  urban  and  rural  hospitals’  costs 


using  updated  claims,  cost,  and 
provider  information. 

F.  Proposed  Hospital  Outpatient  Outlier 
Payments 

1.  Background 

Currently,  the  OPPS  pays  outlier 
payments  on  a  service-by-service  basis. 
For  CY  2009,  the  outlier  threshold  is 
met  when  the  cost  of  furnishing  a 
service  or  procedure  by  a  hospital 
exceeds  1.75  times  the  APC  payment 
amount  and  exceeds  the  APC  payment 
rate  plus  a  $1,800  fixed-dollar 
threshold.  We  introduced  a  fixed-dollar 
threshold  in  CY  2005  in  addition  to  the 
traditional  multiple  threshold  in  order 
to  better  target  outliers  to  those  high 
cost  and  complex  procedures  where  a 
very  costly  service  could  present  a 
hospital  with  significant  financial  loss. 

If  the  cost  of  a  service  meets  both  of 
these  conditions,  the  multiple  threshold 
and  the  fixed-dollar  threshold,  the 
outlier  payment  is  calculated  as  50 
percent  of  the  amount  by  which  the  cost 
of  furnishing  the  service  exceeds  1.75 
times  the  APC  payment  rate.  Before  CY 
2009,  this  outlier  payment  had 
historically  been  considered  a  final 
payment  by  longstanding  OPPS  policy. 
We  implemented  a  reconciliation 
process  similar  to  the  IPPS  outlier 
reconciliation  process  for  cost  reports 
with  cost  reporting  periods  beginning 
on  or  after  January  1,  2009  (73  FR  68594 
through  68599). 

It  has  been  our  policy  for  the  past 
several  years  to  report  the  actual  amount 
of  outlier  payments  as  a  percent  of  total 
spending  in  the  claims  being  used  to 
model  the  proposed  OPPS.  We 
previously  estimated  that  CY  2008 
outlier  payments  were  approximately 
0.73  percent  of  the  total  CY  2008  OPPS 
payments  (73  FR  68592).  Om  current 
estimate  of  total  outlier  payments  as  a 
percent  of  total  CY  2008  OPPS  payment, 
using  available  CY  2008  claims  and  the 
revised  OPPS  expenditure  estimate,  is 
approximately  1.2  percent  of  the  total 
aggregated  OPPS  payments.  Therefore, 
for  CY  2008,  we  estimate  that  we  paid 
approximately  0.2  percent  more  than 
the  CY  2008  outlier  target  of  1.0  percent 
of  total  aggregated  OPPS  payments.  We 
will  update  our  estimate  of  CY  2008 
outlier  spending  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period. 

As  explained  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68594),  we  set  our  projected  target 
for  aggregate  outlier  payments  at  1.0 
percent  of  the  aggregate  total  payments 
under  the  OPPS  for  CY  2009.  The 
outlier  thresholds  were  set  so  that 
estimated  CY  2009  aggregate  outlier 
payments  would  equal  1.0  percent  of 
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the  total  aggregated  payments  under  the 
OPPS.  Using  the  same  set  of  CY  2008 
claims  and  CY  2009  payment  rates,  we 
currently  estimate  that  the  aggregate 
outlier  payments  for  CY  2009  would  be 
approximately  1.08  percent  of  the  total 
CY  2009  OPPS  payments.  The 
difference  between  1.0  percent  and  1.08 
percent  is  reflected  in  the  regulatory 
impact  analysis  in  section  XXI.B.  of  this 
proposed  rule.  We  note  that  we  provide 
estimated  CY  2010  outlier  payments  for 
hospitals  and  CMHCs  with  claims 
included  in  the  claims  data  that  we  used 
to  model  impacts  in  the  Hospital- 
Specific  Impacts — Provider-Specific 
Data  file  on  the  CMS  Web  site  at: 
http://www.cins.hhs.gov/ 
HospitalOutpatientPPS/. 

2.  Proposed  Outlier  Calculation 

For  CY  2010,  we  are  proposing  to 
continue  our  policy  of  estimating  outlier 
payments  to  be  1.0  percent  of  the 
estimated  aggregate  total  payments 
under  the  OPPS  for  outlier  payments. 

We  are  proposing  that  a  portion  of  that 
1.0  percent,  specifically  0.02  percent, 
would  be  allocated  to  CMHCs  for  PHP 
outlier  payments.  This  is  the  amount  of 
estimated  outlier  payments  that  would 
result  from  the  proposed  CMHC  outlier 
threshold  as  a  proportion  of  total 
estimated  outlier  payments.  As 
discussed  in  section  X.C.  of  this 
proposed  rule,  for  CMHCs,  we  are 
proposing  that  if  a  CMHC’s  cost  for 
partial  hospitalization  services,  paid 
under  either  APC  0172  (Level  I  Partial 
Hospitalization  (3  services))  or  APC 
0173  (Level  II  Partial  Hospitalization  (4 
or  more  services)),  exceeds  3.40  times 
the  payment  for  APC  0173,  the  outlier 
payment  would  be  calculated  as  50 
percent  of  the  amoimt  by  which  the  cost 
exceeds  3.40  times  the  APC  0173 
payment  rate.  For  further  discussion  of 
CMHC  outlier  payments,  we  refer 
readers  to  section  X.C.  of  this  proposed 
rule.  To  ensure  that  the  estimated  CY 
2010  aggregate  outlier  payments  would 
equal  1.0  percent  of  estimated  aggregate 
total  payments  under  the  OPPS,  we  are 
proposing  that  the  hospital  outlier 
threshold  be  set  so  that  outlier  pa)nnents 
would  be  triggered  when  the  cost  of 
furnishing  a  service  or  procedure  by  a 
hospital  exceeds  1.75  times  the  APC 
payment  amount  and  exceeds  the  APC 
payment  rate  plus  a  $2,225  fixed-dollar 
threshold.  This  proposed  threshold 
reflects  the  methodology  discussed 
below  in  this  section,  as  well  as  the 
proposed  APC  recalibration  for  CY 
2010. 

We  calculated  the  fixed-dollar 
threshold  for  this  proposed  rule  using 
largely  the  same  methodology  cis  we  did 
in  CY  2009  (73  FR  41462).  For  piuposes 


of  estimating  outlier  payments  for  this 
proposed  rule,  we  used  the  CCRs 
available  in  the  April  2009  update  to  the 
Outpatient  Provider  Specific  File 
(OPSF).  The  OPSF  contains  provider- 
specific  data,  such  as  the  most  current 
CCR,  which  are  maintained  by  the 
Medicare  contractors  and  used  by  the 
OPPS  Pricer  to  pay  claims.  The  claims 
that  we  use  to  model  each  OPPS  update 
lag  by  2  years.  For  this  proposed  rule, 
we  used  CY  2008  claims  to  model  the 
CY  2010  OPPS.  In  order  to  estimate  the 
CY  2010  hospital  outlier  payments  for 
this  proposed  rule,  we  inflated  the 
charges  on  the  CY  2008  claims  using  the 
same  inflation  factor  of  1.1511  that  we 
used  to  estimate  the  IPPS  fixed-dollar 
outlier  threshold  for  the  FY  2010  IPPS/ 
LTCH  PPS  proposed  rule  (74  FR  24245). 
For  1  year,  the  inflation  factor  we  used 
is  1.0729.  The  methodology  for 
determining  this  charge  inflation  factor 
was  discussed  in  the  FY  2010  IPPS/ 
LTCH  PPS  proposed  rule  (74  FR  24245). 
As  we  stated  in  the  CY  2005  OPPS  final 
rule  with  comment  period  (69  FR 
65845),  we  believe  that  the  use  of  this 
charge  inflation  factor  is  appropriate  for 
the  OPPS  because,  with  the  exception  of 
the  routine  service  cost  centers, 
hospitals  use  the  same  cost  centers  to 
capture  costs  and  charges  across 
inpatient  and  outpatient  services. 

As  noted  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68011),  we  are  concerned  that  we  could 
systematically  overestimate  the  OPPS 
hospital  outlier  threshold  if  we  did  not 
apply  a  CCR  inflation  adjustment  factor. 
Therefore,  we  are  proposing  to  apply  the 
same  CCR  inflation  adjustment  factor 
that  we  proposed  to  apply  for  the  FY 
2010  IPPS  outlier  calculation  to  the 
CCRs  used  to  simulate  the  CY  2010 
OPPS  outlier  payments  that  determine 
the  fixed-dollar  threshold.  Specifically, 
for  CY  2010,  we  are  proposing  to  apply 
an  adjustment  of  0.9840  to  the  CCRs  that 
were  in  the  April  2009  OPSF  to  trend 
them  forward  from  CY  2009  to  CY  2010. 
The  methodology  for  calculating  this 
adjustment  is  discussed  in  the  FY  2010 
IPPS/LTCH  PPS  proposed  rule  (74  FR 
24245  through  24247). 

Therefore,  to  model  hospital  outlier 
payments  for  this  proposed  rule,  we 
applied  the  overall  CCRs  from  the  April 
2009  OPSF  file  after  adjustment  (using 
the  proposed  CCR  inflation  adjustment 
factor  of  0.9840  to  approximate  CY  2010 
CCRs)  to  charges  on  CY  2008  claims  that 
were  adjusted  (using  the  proposed 
charge  inflation  factor  of  1.1511  to 
approximate  CY  2010  charges).  We 
simulated  aggregated  CY  2010  hospital 
outlier  payments  using  these  costs  for 
several  different  fixed-dollar  thresholds, 
holding  the  1.75  multiple  threshold 


constant  and  assuming  that  outlier 
payment  would  continue  to  be  made  at 
50  percent  of  the  amount  by  which  the 
cost  of  furnishing  the  service  would 
exceed  1.75  times  the  APC  payment 
amount,  until  the  total  outlier  payments 
equaled  1.0  percent  of  aggregated 
estimated  total  CY  2010  OPPS 
paj'ments.  We  estimate  that  a  proposed 
fixed-dollar  threshold  of  $2,225, 
combined  with  the  proposed  multiple 
threshold  of  1.75  times  the  APC 
payment  rate,  would  allocate  1.0 
percent  of  aggregated  total  OPPS 
payments  to  outlier  payments.  We  are 
proposing  to  continue  to  make  an 
outlier  payment  that  equals  50  percent 
of  the  amount  by  which  the  cost  of 
furnishing  the  service  exceeds  1.75 
times  the  APC  payment  amount  when 
both  the  1.75  multiple  threshold  and  the 
proposed  fixed-dollar  $2,225  threshold 
are  met.  For  CMHCs,  if  a  CMHC’s  cost 
for  partial  hospitalization  services,  paid 
under  either  APC  0172  or  APC  0173, 
exceeds  3.40  times  the  payment  for  APC 
0173,  the  outlier  payment  would  be 
calculated  as  50  percent  of  the  amount 
by  which  the  cost  exceeds  3.40  times 
the  APC  0173  payment  rate. 

Section  1833(t)(17)(A)  of  the  Act, 
which  applies  to  hospitals  as  defined 
under  section  1886(d)(1)(B)  of  the  Act, 
requires  that  hospitals  that  fail  to  report 
data  required  for  the  quality  measures 
selected  by  the  Secretary,  in  the  form 
and  manner  required  by  the  Secretary 
imder  1833(t)(17)(B)  of  the  Act,  incur  a 
2.0  percentage  point  reduction  to  their 
OPD  fee  schedule  increase  factor,  that 
is,  the  annual  payment  update  factor. 
The  application  of  a  reduced  OPD  fee 
schedule  increase  factor  results  in 
reduced  national  unadjusted  payment 
rates  that  will  apply  to  certain 
outpatient  items  and  services  furnished 
by  hospitals  that  are  required  to  report 
outpatient  quality  data  and  that  fail  to 
meet  the  HOP  QDRP  requirements.  For 
hospitals  that  fail  to  meet  the  HOP 
QDRP  requirements,  we  are  proposing 
to  continue  our  policy  that  we 
implemented  in  CY  2009  that  the 
hospitals’  costs  would  be  compared  to 
the  reduced  payments  for  purposes  of 
outlier  eligibility  and  payment 
calculation.  For  more  information  on 
the  HOP  QDRP,  we  refer  readers  to 
section  XVI.  of  this  proposed  rule. 

3.  Outlier  Reconciliation 

In  the  CY  2009  OPPS/ASC-final  rule 
with  comment  period  (73  CFR  68599), 
we  adopted  as  final  policy  a  process  to 
reconcile  hospital  or  CMHC  outlier 
payments  at  cost  report  settlement  for 
services  furnished  during  cost  reporting 
periods  beginning  in  CY  2009.  OPPS 
outlier  reconciliation  ensures  accurate 
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outlier  payments  for  those  facilities 
whose  OCRs  fluctuate  significantly 
relative  to  the  OCRs  of  other  facilities, 
and  who  receive  a  significant  amount  of 
outlier  payments.  OPPS  outlier 
reconciliation  thresholds  are  provided 
in  section  10.7.2.1  of  Chapter  4  of  the 
Medicare  Claims  Processing  Manual 
(Pub.  100-4),  reevaluated  annually,  and 
modified  if  necessary.  When  the  cost 
report  is  settled,  reconciliation  of  outlier 
payments  will  be  based  on  the  overall 
CCR,  calculated  as  the  ratio  of  costs  and 
charges  computed  from  the  cost  report 
at  the  time  the  cost  report  coinciding 
with  the  service  dates  is  settled. 
Reconciling  outlier  payments  ensures 
that  the  outlier  payments  made  are 
appropriate  and  that  final  outlier 
payments  reflect  the  most  accurate  cost 
data.  In  the  CY  2009  OPPS/ASC  finale 
rule  with  comment  period  (73  FR 
68599),  we  also  finalized  a  proposal  to 
adjust  the  amount  of  final  outlier 
payments  determined  during 
reconciliation  for  the  time  value  of 
money.  The  OPPS  outlier  reconciliation 
process  will  require  recalculating  outlier 
payments  for  individual  claims  in  order 
to  accurately  determine  the  net  effect  of 
a  change  in  an  overall  CCR  on  a 
facility’s  total  outlier  payments.  For  cost 
reporting  periods  beginning  in  CY  2009, 
Medicare  contractors  will  begin  to 
identify  cost  reports  that  require  outlier 
reconciliation  as  a  component  of  cost 
report  settlement.  At  this  time,  CMS 
continues  to  develop  a  method  for 
reexamining  claims  to  calculate  the 
change  in  total  outlier  payments  in 
order  to  reconcile  outlier  payments  for 
these  cost  reports. 

As  under  the  IPPS,  we  do  not  adjust 
the  fixed-dollar  threshold  or  amount  of 
total  OPPS  payment  set  aside  for  outlier 
payments  for  reconciliation  activity. 

The  predictability  of  the  fixed-dollar 
threshold  is  an  important  component  of 
a  prospective  payment  system.  We  do 
not  adjust  the  prospectively  set  outlier 
threshold  for  the  amount  of  ofitlier 
payment  reconciled  at  cost  report 
settlement  because  such  action  would 
be  contrary  to  the  prospective  nature  of 
the  system.  Our  outlier  threshold 
calculation  assumes  that  CCRs 
accurately  estimate  hospital  costs  based 
on  the  information  available  to  us  at  the 
time  we  set  the  prospective  fixed-dollar 
outlier  threshold.  For  these  reasons,  we 
are  not  incorporating  any  assumptions 
about  the  effects  of  reconciliation  into 
our  calculation  of  the  proposed  OPPS 
fixed-dollar  outlier  threshold. 


G.  Proposed  Calculation  of  an  Adjusted 
Medicare  Payment  From  the  National 
Unadjusted  Medicare  Payment 

The  basic  methodology  for 
determining  prospective  payment  rates 
for  HOPD  services  under  the  OPPS  is  set 
forth  in  existing  regulations  at  42  CFR 
Part  419,  subparts  C  and  D.  The 
payment  rate  for  most  services  and 
procedures  for  which  payment  is  made 
under  the  OPPS  is  the  product  of  the 
conversion  factor  calculated  in 
accordance  with  section  II.B.  of  this 
proposed  rule  and  the  relative  weight 
determined  under  section  II.A.  of  this 
proposed  rule.  Therefore,  the  proposed 
national  unadjusted  payment  rate  for 
most  APCs  contained  in  Addendum  A 
to  this  proposed  rule  and  for  most 
HCPCS  codes  to  which  separate 
payment  under  the  OPPS  has  been 
assigned  in  Addendum  B  to  this 
proposed  rule  w'as  calculated  by 
multiplying  the  proposed  CY  2010 
scaled  weight  for  the  APC  by  the 
proposed  CY  2010  conversion  factor. 

We  note  that  section  1833(t)(17)  of  the 
Act,  which  applies  to  hospitals  as 
defined  imder  section  1886(d)(1)(B)  of 
the  Act,  requires  that  hospitals  that  fail 
to  submit  data  required  to  be  submitted 
on  quality  measures  selected  by  the 
Secretary,  in  the  form  and  manner  and 
at  a  time  specified  by  the  Secretary, 
receive  a  2.0  percentage  point  reduction 
to  their  OPD  fee  schedule  increase 
factor,  that  is,  the  annual  payment 
update  factor.  The  application  of  a 
reduced  OPD  fee  schedule  increase 
factor  results  in  reduced  national 
unadjusted  payment  rates  that  apply  to 
certain  outpatient  items  and  services 
provided  by  hospitals  that  eire  required 
to  report  outpatient  quality  data  and 
that  fail  to  meet  the  Hospital  Outpatient 
Quality  Data  Reporting  Program  (HOP 
QDRP)  requirements.  For  further 
discussion  of  the  proposed  payment 
reduction  for  hospitals  that  fail  to  meet 
the  requirements  of  the  HOP  QDRP,  we 
refer  readers  to  section  XVI.D.  of  this 
proposed  rule. 

We  demonstrate  in  the  steps  below  - 
how  to  determine  the  APC  payments 
that  would  be  made  in  a  calendar  year 
under  the  OPPS  to  a  hospital  that  fulfills 
the  HOP  QDRP  requirements  and  to  a 
hospital  that  fails  to  meet  the  HOP 
QDRP  requirements  for  a  service  that 
has  any  of  the  following  status  indicator 
assignments:  “P,”  “Ql,”  “Q2,”  “Q3,” 
“R,”  “S,”  “T,”  “U,”  “V,”  or  “X”  (as 
defined  in  Addendum  Dl  to  this 
proposed  rule),  in  a  circumstance  in 
which  the  multiple  procedure  discoimt 
does  not  apply  and  the  procedure  is  not 
bilateral. 


Individual  providers  interested  in 
calculating  the  payment  amount  that 
they  would  receive  for  a  specific  service 
from  the  proposed  national  unadjusted 
payment  rates  presented  in  Addenda  A 
and  B  to  this  proposed  rule  should 
follow  the  formulas  presented  in  the 
following  steps.  For  purposes  of  the 
payment  calculations  below,  we  refer  to 
the  national  unadjusted  payment  rate 
for  hospitals  that  meet  the  requirements 
of  the  HOP  QDRP  as  the  “full”  national 
unadjusted  payment  rate.  We  refer  to 
the  national  unadjusted  payment  rate 
for  hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP  as  the 
“reduced”  national  unadjusted  payment 
rate.  The  reduced  national  unadjusted 
payment  rate  is  calculated  by 
multiplying  the  reporting  ratio  of  0.98 
times  the  “full”  national  unadjusted 
payment  rate.  The  national  unadjusted 
payment  rate  used  in  the  calculations 
below  is  either  the  full  national 
unadjusted  payment  rate  or  the  reduced 
national  unadjusted  payment  rate, 
depending  on  whether  the  hospital  met 
its  HOP  QDRP  requirements  in  order  to 
receive  the  full  CY  2010  OPPS  increase 
factor. 

Step  1 .  Calculate  60  percent  (the 
labor-related  portion)  of  the  proposed 
national  unadjusted  payment  rate.  Since 
the  initial  implementation  of  the  OPPS, 
we  have  used  60  percent  to  represent 
our  estimate  of  that  portion  of  costs 
attributable,  on  average,  to  labor.  We 
refer  readers  to  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18496  through  18497)  for  a  detailed 
discussion  of  how  we  derived  this 
percentage.  We  confirmed  that  this 
labor-related  share  for  hospital 
outpatient  services  is  still  appropriate 
during  our  regression  analysis  for  the 
payment  adjustment  for  rural  hospitals 
in  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68553). 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  identifies 
the  labor-related  portion  of  a  specific 
payment  rate  for  a  specific  service. 

X  is  the  labor-related  portion  of  the 
national  unadjusted  payment  rate. 
X  =  .60  *  (national  unadjusted  payment 
rate) 

Step  2.  Determine  the  wage  index  area 
in  which  the  hospital  is  located  and 
identify  the  wage  index  level  that 
applies  to  the  specific  hospital.  The 
wage  index  values  assigned  to  each  area 
reflect  the  geographic  statistical  areas 
(which  are  based  upon  OMB  standards) 
to  which  hospitals  are  assigned  for  FY 
2010  under  tbe  IPPS,  reclassifications 
through  the  MGCRB,  section 
1886(d)(8)(B)  of  the  Act,  as  well  as 
“Lugar”  reclassifications  under  section 
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1886(d)(8)(B)  of  the  Act.  We  note  that 
the  reclassifications  of  hospitals  under 
section  508  of  Public  Law  108-173,  as 
extended  by  section  124  of  Public  Law 
110-275,  will  expire  on  September  30, 
2009,  and  will  not  be  applicable  under 
the  IPPS  for  FY  2010.  Therefore,  these 
reclassifications  will  not  apply  to  the 
CY  2010  OPPS.  For  further  discussion  of 
the  proposed  changes  to  the  FY  2010 
IPPS  wage  indices,  as  applied  to  the  CY 
2010  OPPS,  we  refer  readers  to  section 
II.C.  of  this  proposed  rule.  The  proposed 
wage  index  values  include  the 
occupational  mix  adjustment  described 
in  section  II.C.  of  this  proposed  rule  that 
was  developed  for  the  FY  2010  IPPS 
proposed  payment  rates  appearing  in 
the  Feder^  Register  on  May  22,  2009 
(74  FR  24140  through  24144). 

Step  3.  Adjust  the  wage  index  of 
hospitals  located  in  certain  qualifying 
counties  that  have  a  relatively  high 
percentage  of  hospital  employees  who 
reside  in  the  county,  but  who  work  in 
a  different  county  with  a  higher  wage 
index,  in  accordance  with  section  505  of 
Public  Law  108-173.  Addendum  L  to 
this  proposed  rule  contains  the 
qualifying  counties  and  the  proposed 
wage  index  increase  developed  for  the 
FY  2010  IPPS  published  in  the  FY  2010 
IPPS/LTCH  PPS  proposed  rule  as  Table 
4J  (74  FR  24446  through24462).  This 
step  is  to  be  followed  only  if  the 
hospital  has  chosen  not  to  accept 
reclassification  under  Step  2  above. 

Step  4.  Multiply  the  applicable  wage 
index  determined  under  Steps  2  and  3 
by  the  amount  determined  under  Step  1 
that  represents  the  labor-related  portion 
of  the  national  unadjusted  payment  rate. 

The  formula  below  is  a  mathematical 
representation  of  Step  4  and  adjusts  the 
labor-related  portion  of  the  national 
payment  rate  for  the  specific  service  by 
the  wage  index. 

Xa  is  the  labor-related  portion  of  the 
national  unadjusted  payment  rate 
(wage  adjusted). 

Xa  =  .60  *  (national  unadjusted  payment 
rate)  *  applicable  wage  index. 

Step  5.  Calculate  40  percent  (the 
nonlabor-related  portion)  of  the  national 
unadjusted  payment  rate  and  add  that 
amount  to  the  resulting  product  of  Step 
4.  The  result  is  the  wage  index  adjusted 
payment  rate  for  the  relevant  wage 
index  area. 

The  formula  below  is  a  mathematical 
representation  of  Step  5  and  calculates 
the  remaining  portion  of  the  national 
payment  rate,  the  amount  not 
attributable  to  labor,  and  the  adjusted 
payment  for  the  specific  service. 

Y  is  the  nonlabor-related  portion  of  the 
national  unadjusted  payment  rate. 


Y  =  .40  *  (national  unadjusted  payment 
rate) 

Adjusted  Medicare  Payment  =  V  -i-  Xa 

Step  6.  If  a  provider  is  a  SCH,  set  forth 
in  the  regulations  at  §412.92,  or  an 
EACH,  which  is  considered  to  be  a  SCH 
under  section  1886(d)(5)(D)(iii)(III)  of 
the  Act,  and  located  in  a  rural  area,  as 
defined  in  §  412.64(b),  or  is  treated  as 
being  located  in  a  rural  area  under 
§  412.103,  multiply  the  wage  index 
adjusted  payment  rate  by  1.071  to 
calculate  the  total  payment. 

The  formula  below  is  a  mathematical 
representation  of  Step  6  and  applies  the 
rural  adjustment  for  rural  SCHs. 
Adjusted  Medicare  Payment  (SCH  or 
EACH)  =  Adjusted  Medicare 
Payment  *  1.071 

We  have  provided  examples  below  of 
the  calculation  of  both  the  proposed  full 
and  reduced  national  imadjusted 
payment  rates  that  would  apply  to 
certain  outpatient  items  and  services 
performed  by  hospitals  that  meet  and 
that  fail  to  meet  the  HOP  QDRP 
requirements,  using  the  steps  outlined 
above.  For  piu'poses  of  this  example,  we 
will  use  a  provider  that  is  located  in 
Wayne,  New  Jersey  that  is  assigned  to 
CBSA  35644.  This  provider  bills  one 
service  that  is  assigned  to  APC  0019 
(Level  I  Excision/Biopsy).  The  proposed 
CY  2010  full  national  unadjusted 
payment  rate  for  APC  0019  is  $292.33. 
The  proposed  reduced  national 
unadjusted  payment  rate  for  a  hospital 
that  fails  to  meet  the  HOP  QDRP 
requirements  is  $286.48.  This  reduced 
rate  is  calculated  by  multiplying  the 
reporting  ratio  of  0.98  by  the  full 
unadjusted  payment  rate  for  APC  0019. 

The  proposed  FY  2010  wage  index  for 
a  provider  located  in  CBSA  35644  in 
New  Jersey  is  1.2986.  The  labor  portion 
of  the  full  national  unadjusted  payment 
is  $227.77  (.60  *  $292.33  *1.2986).  The 
labor  portion  of  the  reduced  national 
unadjusted  payment  is  $223.21  (.60  * 
$286.48  *1.2986).  The  nonlabor  portion 
of  the  full  national  unadjusted  payment 
is  $116.93  (.40  *  $292.33).  The  nonlabor 
portion  of  the  reduced  national 
unadjusted  payment  is  $114.59  (.40  * 
$286.48).  The  sum  of  the  labor  and 
nonlabor  portions  of  the  full  national 
adjusted  payment  is  $344.70  ($227.77  + 
$116.93).  The  sum  of  the  reduced 
national  adjusted  payment  is  $337.80 
($223.21  +  $114.59). 

H.  Proposed  Beneficiary  Copayments 

I.  Background 

Section  1833(t)(3)(B)  of  the  Act 
requires  the  Secretary  to  set  rules  for 
determining  the  unadjusted  copayment 
amounts  to  be  paid  by  beneficiaries  for 
covered  OPD  services.  Section 


1833(t)(8)(C)(ii)  of  the  Act  specifies  that 
the  Secretary  must  reduce  the  national 
unadjusted  copayment  amount  for  a 
covered  OPD  service  (or  group  of  such 
services)  furnished  in  a  year  in  a 
manner  so  that  the  effective  copayment 
rate  (determined  on  a  national 
unadjusted  basis)  for  that  service  in  the 
year  does  not  exceed  a  specified 
percentage.  As  specified  in  section 
1833(t)(8)(C)(ii)(V)  of  the  Act,  for  all 
services  paid  under  the  OPPS  in  CY 
2010,  and  in  calendar  ye^s  thereafter, 
the  percentage  is  40  percent  of  the  APC 
payment  rate.  Section  1833(t)(3)(B)(ii)  of 
the  Act  provides  that,  for  a  covered  OPD 
service  (or  group  of  such  services) 
furnished  in  a  year,  the  national 
unadjusted  copayment  amount  caimot 
be  less  than  20  percent  of  the  OPD  fee 
schedule  amount.  Sections 
1834(d)(2)(C)(ii)  and  (d)(3)(C)(ii)  of  the 
Act  further  require  that  the  copayment 
for  screening  flexible  sigmoidoscopies 
and  screening  colonoscopies  be  equal  to 
25  percent  of  the  payment  amount. 

Since  the  beginning  of  the  OPPS,  we 
have  applied  the  25-percent  copayment 
to  screening  flexible  sigmoidoscopies 
and  screening  colonoscopies. 

2.  Proposed  Copayment  Policy 
For  CY  2010,  we  are  proposing  to 
determine  copayment  amounts  for  new 
and  revised  APCs  using  the  same 
methodology  that  we  implemented 
beginning  in  CY  2004.  (We  refer  readers 
to  the  November  7,  2003  OPPS  final  rule 
with  comment  period  (68  FR  63458)).  In 
addition,  we  are  proposing  to  use  the 
same  standard  rounding  principles  that 
we  have  historically  used  in  instances 
where  the  application  of  our  standard 
copayment  methodology  would  result  in 
a  copayment  amount  that  is  less  than  20 
percent  and  cannot  be  rounded,  under 
standard  rounding  principles,  to  20 
percent.  (We  refer  readers  to  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66687)  in  which 
we  discuss  our  rationale  for  applying 
these  rounding  principles.)  The  national 
unadjusted  copayment  amounts  for 
services  payable  under  the  OPPS  that 
would  be  effective  January  1,  2010,  are 
shown  in  Addenda  A  and  B  to  this 
proposed  rule.  As  discussed  in  section 
XVI.D.  of  this  proposed  rule,  we  are 
proposing  that  for  CY  2010,  the 
Medicare  beneficiary’s  minimum 
unadjusted  copayment  and  national 
imadjusted  copayment  for  a  service  to 
which  a  reduced  national  unadjusted 
payment  rate  applies  would  equal  the 
product  of  the  reporting  ratio  and  the 
national  unadjusted  copayment,  or  the 
product  of  the  reporting  ratio  and  the 
minimum  unadjusted  copayment, 
respectively,  for  the  service. 
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3.  Proposed  Calculation  of  an  Adjusted 
Copayment  Amount  for  an  APC  Group 

Individuals  interested  in  calculating 
the  national  copayment  liability  for  a 
Medicare  beneficiary  for  a  given  service 
provided  by  a  hospital  that  met  or  failed 
to  meet  its  HOP  QDRP  requirements 
should  follow  the  formulas  presented  in 
the  following  steps. 

Step  1 .  Calculate  the  beneficiary 
payment  percentage  for  the  APC  by 
dividing  the  APC’s  national  unadjusted 
copayment  by  its  payment  rate.  For 
example,  using  APC  0019,  $64.13  is  22 
percent  of  the  full  national  unadjusted 
payment  rate  of  $292.33. 

The  formula  below  is  a  mathematical 
representation  of  Step  1  and  calculates 
national  copayment  as  a  percentage  of 
national  payment  for  a  given  service. 

B  is  the  beneficiary  payment  percentage. 
B  =  National  unadjusted  copayment  for 
APC/national  unadjusted  payment 
rate  for  APC 

Step  2.  Calculate  the  appropriate 
wage-adjusted  payment  rate  for  the  APC 
for  the  provider  in  question,  as 
indicated  in  section  II.G.  of  this 
proposed  rule.  Calculate  the  rural 
adjustment  for  eligible  providers  as 
indicated  in  Step  6  under  section  II.G. 
of  this  proposed  rule. 

Step  3.  Multiply  the  percentage 
calculated  in  Step  1  by  the  payment  rate 
calculated  in  Step  2.  The  result  is  the 
wage-adjusted  copayment  amount  for 
the  APC. 

The  formula  below  is  a  mathematical 
representation  of  Step  3  and  applies  the 
beneficiary  percentage  to  the  adjusted 


payment  rate  for  a  service  calculated 
under  section  II.G.  of  this  proposed  rule, 
with  and  without  the  rural  adjustment, 
to  calculate  the  adjusted  beneficiary 
copayment  for  a  given  service. 
Wage-adjusted  copayment  amount  for 
the  APC  =  Adjusted  Medicare 
Payment  *  B 

Wage-adjusted  copayment  amount  for 
the  APC  (SCH  or  EACH)  = 

(Adjusted  Medicare  Payment  * 
1.071)  *  B 

Step  4.  For  a  hospital  that  failed  to 
meet  its  HOP  QDRP  requirements, 
multiply  the  copayment  calculated  in 
Step  3  by  the  reporting  ratio  of  0.98. 

Tne  proposecl  unadjusted  copayments 
for  services  payable  under  the  OPPS 
that  would  be  effective  January  1,  2010 
are  shown  in  Addenda  A  and  B  to  this 
proposed  rule.  We  note  that  the 
proposed  national  unadjusted  payment 
rates  and  copayment  rates  shown  in 
Addenda  A  and  B  to  this  proposed  rule 
reflect  the  full  market  basket  conversion 
factor  increase,  as  discussed  in  section 
XVI.D.  of  this  proposed  rule. 

III.  Proposed  OPPS  Ambulatory 
Payment  Classification  (APC)  Group 
Policies 

A.  Proposed  OPPS  Treatment  of  New 
CPT  and  Level  II HCPCS  Codes 

CPT  and  Level  II  HCPCS  codes  are 
used  to  report  procedures,  services, 
items,  and  supplies  under  the  hospital 
OPPS.  Specifically,  CMS  recognizes  the 
following  codes  on  OPPS  claims:  (1) 
Category  I  CPT  codes,  which  describe 
medical  services  and  procedures;  (2) 


Category  III  CPT  codes,  which  describe 
new  and  emerging  technologies, 
services,  and  procedures;  and  (3)  Level 
II  HCPCS  codes,  which  are  used 
primarily  to  identify  products,  supplies, 
temporary  procedures,  and  services  not 
described  by  CPT  codes.  CPT  codes  are 
established  by  the  AMA  and  the  Level 
II  HCPCS  codes  are  established  by  the 
CMS  HCPCS  Workgroup.  These  codes 
are  updated  and  changed  throughout  the 
year.  CPT  and  HCPCS  code  changes  that 
affect  the  OPPS  are  published  both 
through  the  annual  rulemaking  cycle 
and  through  the  OPPS  quarterly  update 
Change  Requests  (CRs).  CMS  releases 
new  Level  II  HCPCS  codes  to  the  public 
or  recognizes  the  release  of  new  CPT 
codes  by  the  AMA  and  makes  these 
codes  effective  (that  is,  the  codes  can  be 
reported  on  Medicare  claims)  outside  of 
the  formal  rulemaking  process  via  OPPS 
quarterly  update  CRs.  This  quarterly 
process  offers  hospitals  access  to  codes 
that  may  more  accurately  describe  items 
or  services  furnished  and/or  provides 
payment  or  more  accurate  payment  for 
these  items  or  services  in  a  more  timely 
manner  than  if  CMS  waited  for  the 
annual  rulemaking  process.  We  solicit 
comments  on  these  new  codes  and 
finalize  our  proposals  related  to  these 
codes  through  our  annual  rulemaking 
process.  In  Table  13  below,  we 
summarize  our  proposed  process  for 
updating  codes  through  our  OPPS 
quarterly  update  CRs,  seeking  public 
comment,  and  finalizing  their  treatment 
under  the  OPPS. 


Table  13 — Comment  Timeframe  for  New  or  Revised  HCPCS  CODES 


OPPS  quarterly 
update  CR 

Type  of  code 

Effective  date 

Comments  sought 

When  finalized 

April  1,  2009  . 

Level  II  HCPCS  Codes . 

April  1 ,  2009  . 

CY  2010  OPPS/ASC  proposed 
rule. 

CY  2010  OPPS/ASC  final 
with  comment  period. 

rule 

July  1,  2009  . 

Level  II  HCPCS  Codes . 

July  1,  2009  . 

CY  2010  OPPS/ASC  proposed 
rule. 

CY  2010  OPPS/ASC  final 
with  comment  period. 

rule 

Category  1  (certain  vaccine 
codes)  and  III  CPT  Codes. 

July  1,  2009  . 

CY  2010  OPPS/ASC  proposed 
rule. 

CY  2010  OPPS/ASC  final 
with  comment  period. 

rule 

October  1 ,  2009 

Level  II  HCPCS  Codes . 

October  1,  2009 

CY  2010  OPPS/ASC  final  rule 
with  comment  period. 

CY  2011  OPPS/ASC  final 
with  comment  period. 

rule 

January  1,  2010 

Level  II  HCPCS  Codes . 

January  1,  2010 

CY  2010  OPPS/ASC  final  rule 
with  Comment  Period. 

CY  2011  OPPS/ASC  final 
with  comment  period. 

rule 

Category  1  and  III  CPT  Codes . 

January  1,  2010 

CY  2010  OPPS/ASC  final  rule 
with  comment  period. 

CY  2011  OPPS/ASC  final 
with  comment  period. 

rule 

This  process  is  discussed  in  detail 
below  and  we  have  separated  our 
discussion  into  two  sections  based  on 
whether  we  are  proposing  to  solicit 
public  comments  in  this  CY  2010 
proposed  rule  on  a  specific  group  of  the 
CPT  and  Level  II  HCPCS  codes  or 
whether  we  are  proposing  to  solicit 
public  comments  on  another  specific 


group  of  the  codes  in  the  CY  2010  final 
rule  with  comment  period.  We  note  that 
we  sought  public  comments  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  on  the  new  CPT  and 
Level  II  HCPCS  codes  that  were  effective 
January  1,  2009.  Earlier,  the  AMA  had 
released  the  new  Category  I  vaccine 
codes  and  Category  III  CPT  codes 


effective  January  1,  2009,  on  the  AMA 
Web  site  in  July  2009.  The  new  Level  II 
HCPCS  codes  and  Category  I  and  III  CPT 
codes  were  included  in  our  January 
2009  OPPS  quarterly  update  CR.  We 
also  sought  public  comments  in  the 
CY2009  OPPS/ASC  final  rule  with 
comment  period  on  the  new  Level  II 
HCPCS  codes  effective  October  1,  2008. 
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These  new  codes  with  effective  dates  of 
October  1,  2008,  or  January  1,  2009, 
were  flagged  with  comment  indicator 
“NI”  (New  code,  interim  APC 
assignment;  comments  will  be  accepted 
on  the  interim  APC  assignment  for  the 
new  code)  in  Addendum  B  to  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  to  indicate  that  we 
were  assigning  them  an  interim 
payment  status  and  an  APC  and 
payment  rate,  if  applicable,  which  were 
subject  to  public  comment  following 
publication  of  the  CY2009  OPPS/ASC 
final  rule  with  comment  period.  We  will 
respond  to  public  comments  and 
finalize  our  proposed  OPPS  treatment  of 
these  codes  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period. 

1.  Proposed  Treatment  of  New  Level  II 
HCPCS  Codes  and  Category  I  CPT 
Vaccine  Codes  and  Category  III  CPT 
Codes  for  Which  We  Are  Soliciting 
Public  Comments  in  this  Proposed  Rule 

Effective  April  1  and  July  1  of  CY 
2009,  we  made  effective  a  total  of  13 
new  Level  II  HCPCS  codes  and  5  new 
Category  I  vaccine  and  Category  III  CPT 
codes  that  were  not  addressed  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  that  updated  the  OPPS. 
Thirteen  new  Level  II  HCPCS  codes 
were  made  effective  for  the  April  and 
July  2009  updates,  arid  13  Level  II 
HCPCS  codes  were  newly  recognized  for 
separate  payment.  Although  one  of  the 
new  Level  II  HCPCS  codes  is  not 
'payable  under  the  OPPS,  we  changed 
the  OPPS  status  indicator  for  one 
existing  Level  II  HCPCS  code  fi'om  the 
interim  status  indicator  designated  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period. 

Through  the  April  2009  OPPS 
quarterly  update  CR  (Transmittal  1702, 
Change  Request  6416,  dated  March  13, 
2009),  we  allowed  separate  payment  for 
a  total  of  2  additional  Level  II  HCPCS 
codes,  specifically  existing  HCPCS  code 
C9247  (lobenguane,  1-123,  diagnostic, 
per  study  dose,  up  to  10  millicuries)  and 
new  HCPCS  code  C9249  (Injection, 
certolizumab  pegol,  1  mg):  HCPCS  code 
C9249,  which  received  separate 
payment  as  a  result  of  its  pass-through 
status  under  the  OPPS,  was  made 
effective  on  April  1,  2009.  HCPCS  code 
C9247  was  released  January  1,  2009, 
through  the  January  2009  OPPS 
quarterly  update  CR  (Transmittal  1657, 
Change  Request  6320,  dated  December 
31,  2008).  From  January  1,  2009, 
through  March  31,  2009,  because 
HCPCS  code  C9247  is  a  nonpass¬ 
through  diagnostic  radiopharmaceutical, 
and  nonpass-through  diagnostic 
radiopharmaceutical  are  always 
packaged  under  the  CY  2009  OPPS,  it 


was  packaged  under  the  OPPS  and 
assigned  status  indicator  “N”  (Items  and 
Services  Packaged  into  APC  Rates.  Paid 
under  OPPS;  payment  is  packaged  into 
payment  for  other  services,  including 
outliers).  Therefore,  there  was  no 
separate  APC  payment  for  HCPCS  code 
C9247  from  January  1,  2009,  through 
March  31,  2009.  Effective  April  1,  2009, 
HCPCS  code  C9247  was  allowed 
separate  pass-through  payment  and  its 
status  indicator  was  changed  from  “N” 
to  “G”  (Pass-Through  Drugs  and 
Biologicals.  Paid  under  OPPS;  separate 
APC  payment  includes  pass-through 
amount). 

Through  the  July  2009  OPPS  quarterly 
update  CR  (Transmittal  107,  Change 
Request  6492,  dated  May  22,  2009) 
which  included  HCPCS  codes  that  were 
made  effective  July  1,  2009,  we  allowed 
separate  payment  for  a  total  of  11  new 
Level  II  HCPCS  codes  for  pass-through 
drugs  and  biologicals  and  new  nonpass¬ 
through  drugs  and  nonimplantable 
biologicals.  Specifically,  we  provided 
separate  payment  for  HCPCS  codes 
C9250  (Human  plasma  fibrin  sealant, 
vapor-heated,  solvent-detergent  (Artiss), 
2ml);  C9251  (Injection,  Cl  esterase 
inhibitor  (human),  10  units);  C9252 
(Injection,  plerixafor,  1  mg);  C9253 
(Injection,  temozolomide,  1  mg);  C9360 
(Dermal  substitute,  native,  non- 
denatured  collagen,  neonatal  bovine 
origin  (SurgiMend  Collagen  Matrix),  per 
0.5  square  centimeters);  C9361  (Collagen 
matrix  nerve  wrap  (NeuroMend 
Collagen  Nerve  Wrap),  per  0.5 
centimeter  length);  C9362  (Porous 
purified  collagen  matrix  bone  void  filler 
(Integra  Mozaik  Osteoconductive 
Scaffold  Strip),  per  0.5  cc);  C9363  (Skin 
substitute,  Integra  Meshed  Bilayer 
Wound  Mqtrix,  per  square  centimeter); 
C9364  (Porcine  implant,  Permacol,  per 
square  centimeter);  Q2023  (Injection, 
factor  viii  (antihemophilic  factor, 
recombinant)  (Xyntha),  per  i.u.);  and 
Q4116  (Skin  substitute,  Alloderm,  per 
square  centimeter). 

Although  HCPCS  code  Q4115  (Skin 
substitute,  Alloskin,  per  square 
centimeter)  was  initially  assigned  status 
indicator  “K”  (Nonpass-Through  Drugs 
and  Biologicals)  for  July  2009  to  signify 
its  separate  payment,  we  are  correcting 
its  status  indicator  assignment  to  “M” 
(Items  and  Services  Not  Billable  to  the 
Fiscal  Intermediary/MAC)  retroactive  to 
July  2009  because  no  July  2009  pricing 
information  is  available  for  the  ASP 
payment  methodology  that  applies  to 
payment  of  new  HCPCS  codes  for  drugs 
and  biologicals.  If  ASP  information 
becomes  available  for  a  later  quarter  in 
CY  2009  or  for  a  quarter  in  CY  2010,  we 
would  reassign  HCPCS  code  Q4115 
status  indicator  “K”  for  that  quarter  and 


pay  separately  for  the  new  biological 
HCPCS  code  at  ASP+4  percent, 
consistent  with  the  final  CY  2009  policy 
and  the  proposed  CY  2010  policy  for 
payment  of  new  drug  and  biological 
HCPCS  codes. 

For  CY  2010,  we  are  proposing  to 
continue  our  established  policy  of 
recognizing  Category  I  CPT  vaccine 
codes  for  which  FDA  approval  is 
imminent  and  Category  III  CPT  codes 
that  the  AMA  releases  in  January  of 
each  year  for  implementation  in  July 
through  the  OPPS  quarterly  update 
process.  Under  the  OPPS,  Category  I 
vaccine  codes  and  Category  III  CPT 
codes  that  are  released  on  the  AMA  Web 
site  in  January  are  made  effective  in  July 
of  the  same  year  through  the  July  OPPS 
quarterly  update  CR,  consistent  with  the 
AMA’s  implementation  date  for  the 
codes.  Through  the  July  2009  OPPS 
quarterly  update  CR,  we  allowed 
separate  payment  for  3  of  the  5  new 
Category  I  vaccine  and  Category  III  CPT 
Codes  effective  July  1,  2009. 

Specifically,  as  displayed  in  Table  16, 
we  allowed  payment  for  CPT  podes 
0199T  (Physiologic  recording  of  tremor 
using  accelerometer(s)  and  gyroscope(s), 
(including  frequency  and  amplitude) 
including  interpretation  and  report); 
0200T  (Percutaneous  sacral 
augmentation  (sacroplasty),  unilateral 
injection(s),  including  the  use  of  a 
balloon  or  mechanical  device  (if 
utilized),  one  or  more  needles);  and 
020 IT  (Percutaneous  saCTal 
augmentation  (sacroplasty),  bilateral 
injections,  including  the  use  of  a 
balloon  or  mechanical  device  (if 
utilized),  two  or  more  needles).  We  note 
that  CPT  code  0202T  (Posterior  vertebral 
joint(s)  arthroplasty  (e.g.  ,  facet  joint[s] 
replacement)  including  facetectomy, 
laminectomy,  foraminotomy  and 
vertebral  column  fixation,  with  or 
without  injection  of  bone  cement, 
including  fluoroscopy,  single  level, 
lumbar  spine)  was  assigned  status 
indicator  “C”  (Inpatient  procedures.  Not 
paid  imder  OPPS.  Admit  patient.  Bill  as 
inpatient.)  because  we  believe  that  this 
procedure  may  only  be  safely  performed 
on  Medicare  beneficiaries  in  the 
hospital  inpatient  setting.  In  addition, 
CPT  code  90670  (Pneumococcal 
conjugate  vaccine,  13  valent,  for 
intramuscular  use),  a  Category  I  CPT 
vaccine  code,  was  assigned  status 
indicator  “E”  (Items,  Codes,  and 
Services  *  *  *  Not  paid  by  Medicare 
when  submitted  on  outpatient  claims 
(any  outpatient  bill  type))  because  the 
drug  has  not  yet  been  approved  by  the 
FDA  for  marketing. 

In  this  proposed  rule,  we  are 
soliciting  public  comments  on  the 
proposed  status  indicators  and  the 
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proposed  APC  assignments  and 
payment  rates,  if  applicable,  for  the  14 
Level  II  HCPCS  codes  and  the  5 
Category  I  vaccine  and  Category  III  CPT 
codes  that  were  newly  recognized  or 
had  a  change  in  OPPS  status  indicator 
in  April  or  July  2009  through  the 
respective  OPPS  quarterly  update  CRs. 
These  codes  are  listed  in  Tables  14, 15, 
and  16  of  this  proposed  rule.  We  are 
proposing  to  finalize  their  status 
indicators  and  their  APC  assignments 


and  payment  rates,  if  applicable,  in  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period.  Because  the  July  2009 
OPPS  quarterly  update  CR  was  issued 
close  to  the  publication  of  this  proposed 
rule,  the  Level  II  HCPCS  codes  and  the 
Category  I  vaccine  and  Category  III  CPT 
codes  implemented  through  the  July 
2009  OPPS  quarterly  update  CR  could 
not  be  included  in  Addendum  B  to  this 
proposed  rule,  but  these  codes  are  listed 
in  Tables  15  and  16,  respectively.  We 


are  proposing  to  incorporate  them  into 
Addendum  B  to  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period,  which 
is  consistent  with  our  annual  OPPS 
update  policy.  The  Level  II  HCPCS 
codes  implemented  or  modified  through 
the  April  2009  OPPS  update  CR  and 
displayed  in  Table  14  are  included  in 
Addendum  B  to  this  proposed  rule, 
where  their  proposed  CY  2010  payment 
rates  also  are  shown. 


Table  14 — Level  II  HCPCS  Codes  With  a  Change  in  OPPS  Status  Indicator  or  Newly  Implemented  in  April 

2009 


CY  2009  HCPCS 
Code 

1 

CY  2009  Long  Descriptor 

Proposed  CY 
2010  Status 
Indicator 

Proposed  CY 
2010  APC 

C9247  . 

lobengiiane,  1—123,  diagnostic,  per  study  dos^e,  up  to  10  miliicuries  . 

9247 

C9249  . 

Injection,  certolizumab  pegol,  1  mg  . 

9249 

Table  15— New  Level  II  HCPCS  Codes  Implemented  in  July  2009 


CY2009 
HCPCS  Code 

CY  2009  Long  Descriptor 

Proposed  CY 
2010  Status 
Indicator 

Proposed  CY 
2010  APC 

Proposed  CY 
2010  Pay¬ 
ment  Rate* 

C9250  . 

Human  plasma  fibrin  sealant,  vapor-heated,  solvent-detergent  (Artiss),  2ml  . 

G  . 

9250  . 

$155.00 

C9251  . 

Injection,  Cl  esterase  inhibitor  (human),  10  units . 

G  . 

9251  . 

41.34 

C9252  . 

Injection,  plerixafor,  1  mg . . . 

G  . 

9252  . 

276.04 

C9253  . 

Injection,  temozolomide,  1  mg . 

G  . 

9253  . 

C9360  . 

Dermal  substitute,  native,  non-denatured  collagen,  neonatal  bovine  origin 

G  . 

9360  . 

14.31 

(SurgiMend  Collagen  Matrix),  per  0.5  square  centimeters. 

C9361  . 

Collagen  matrix  nerve  wrap  (NeuroMend  Collagen  Nerve  Wrap),  per  0.5  centi- 

G  . ;. 

9361  . 

124.55 

meter  length. 

C9362  . 

Porous  purified  collagen  matrix  bone  void  filler  (Integra  Mozaik 

G  . 

9362  . 

56.71 

Osteoconductive  Scaffold  Strip),  per  0.5  cc. 

C9363  . 

Skin  substitute,  Integra  Meshed  Bilayer  Wound  Matrix,  per  square  centimeter 

G  . . 

9363  . 

11.13 

C9364  . 

Porcine  implant,  Permacol,  per  .square  centimeter  . 

G  . 

9364  . 

18.57 

Q2023  . 

Injection,  factor  viii  (antihemophilic  factor,  recombinant)  (Xyntha),  per  i.u  . 

K . 

1268  . 

1.15 

Q4115  . 

SIdn  substitute,  Alloskin,  per  square  centimeter . 

M  . 

Not  Applica- 

Not  Applica- 

ble. 

ble 

04116 

Skin  substitute,  Alloderm,  per  .square  centimeter . 

K . 

1270  . 

32.42 

1  _ 

•Based  on  July  2009  ASP  information. 


Table  16— Category  I  Vaccine  and  Category  III  CPT  Codes  Implemented  in  July  2009 


CY  2009 
HCPCS  code 

CY  2009  long  descriptor 

Proposed  CY 
2010  status 
indicator 

Proposed  CY 
2010  APC 

Proposed  CY 
2010  pay¬ 
ment  rate 

0199T  . 

Physiologic  recording  of  tremor  using  accelerometer(s)  and  gyroscope(s),  (in¬ 
cluding  frequency  and  amplitude)  including  interpretation  and  report. 

S . 

0215  . 

$40.79 

i 

0200T  . 

Percutaneous  sacral  augmentation  (sacroplasty),  unilateral  injection(s),  includ¬ 
ing  the  use  of  a  balloon  or  mechanical  device  (if  utilized),  one  or  more  nee¬ 
dles. 

T . 

0049  . 

1,489.69 

0201 T  . 

Percutaneous  sacral  augmentation  (sacroplasty),  bilateral  injections,  including 
the  use  of  a  balloon  or  mechanical  device  (if  utilized),  two  or  more  needles. 

T . 

0050  . 

2,134.51 

0202T  . 

Posterior  vertebral  joint(s)  arthroplasty  (e.g.,  facet  joint[s]  replacement)  includ¬ 
ing  facetectomy,  laminectomy,  foraminotomy  and  vertebral  column  fixation, 
with  or  without  injection  of  bone  cement,  including  fluoroscopy,  single  level, 
lumbar  spine. 

C . 

Not  applica¬ 
ble. 

Not  applica¬ 
ble 

90670  . 

Pneumococcal  conjugate  vaccine,  13  valent,  for  intramuscular  use  . 

E . 

Not  applica¬ 
ble. 

Not  applica¬ 
ble 
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2.  Proposed  Process  for  New  Level  II 
HCPCS  Codes  and  Category  I  and  III 
CPT  Codes  for  Which  We  Will  Be 
Soliciting  Public  Comments  in  the  CY 
2010  OPPS/ASC  Final  Rule  With 
Comment  Period 

As  has  been  om  practice  in  the  past, 
we  incorporate  those  new  Category  I 
and  III  CPT  codes  and  new  Level  II 
HCPCS  codes  that  are  effective  January 
1  in  the  final  rule  with  comment  period 
updating  the  OPPS  for  the  following 
calendar  year.  These  codes  are  released 
to  the  public  via  the  CMS  HCPCS  (for 
Level  II  HCPCS  codes)  and  AMA  Web 
sites  (for  CPT  codes),  and  also  through 
the  January  OPPS  quarterly  update  CRs. 
In  the  past,  we  also  have  released  new 
Level  II  HCPCS  codes  that  are  effective 
October  1  through  the  October  OPPS 
quarterly  update  CRs  and  incorporated 
these  new  codes  in  the  final  rule  with 
comment  period  updating  the  OPPS  for 
the  following  calendar  year.  All  of  these 
codes  are  flagged  with  comment 
indicator  “NI”  in  Addendum  B  to  the 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  that  we  are  assigning 
them  an  interim  payment  status  which 
is  subject  to  public  comment. 
Specifically,  the  status  indicator  and  the 
APC  assignment,  and  pajunent  rate,  if 
applicable,  for  all  such  codes  flagged 
with  comment  indicator  “NI”  are  open 
to  public  comment  in  the  OPPS/ASC 
final  rule  with  comment  period,  and  we 
respond  to  these  comments  in  the  final 
rule  with  comment  period  for  the  next 
calendar  year’s  OPPS/ASC  update.  We 
are  proposing  to  continue  this  process 
for  CY  2010.  Specifically,  for  CY  2010, 
we  are  proposing  to  include  in 
Addendum  B  to  the’CY  2010  OPPS/ASC 
final  rule  with  comment  period  the  new 
Category  I  and  III  CPT  codes  effective 
January  1,  2010  (including  those 
Category  I  vaccine  and  Category  III  CPT 
codes  that  were  released  by  the  AMA  in 
July  2009)  that  would  be  incorporated  in 
the  January  2010  OPPS  quarterly  update 
CR  and  the  new  Level  II  HCPCS  codes, 
effective  October  1,  2009  or  January  1, 
2010,  that  would  be  released  by  CMS  in 
its  October  2009  and  January  2010  OPPS 
quarterly  update  CRs.  These  codes 
would  be  flagged  with  comment 
indicator  “NI”  in  Addendum  B  to  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  to  indicate  that  we  ' 
have  assigned  them  an  interim  OPPS 
payment  status.  Their  status  indicators 
and  their  APC  assignments  and  payment 
rates,  if  applicable,  would  be  open  to 
public  comment  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period 
and  would  be  finalized  in  the  CY  2011 
OPPS/ASC  final  rule  with  comment 
period.  , 


B.  Proposed  OPPS  Changes — Variations 
Within  APCs 

1.  Background 

Section  1833(t)(2)(A)  of  the  Act 
requires  the  Secretary  to  develop  a 
classification  system  for  covered 
outpatient  department  services.  Section 
1833(t)(2)(B)  of  the  Act  provides  that  the 
Secretary  may  establish  groups  of 
covered  outpatient  department  services 
within  this  classification  system,  so  that 
services  classified  within  each  group  are 
comparable  clinically  and  with  respect 
to  the  use  of  resources  (and  so  that  an 
implantable  item  is  classified  to  the 
group  that  includes  the  service  to  which 
the  item  relates).  In  accordance  with 
these  provisions,  we  developed  a 
grouping  classification  system,  referred 
to  as  APCs,  as  set  forth  in  §  419.31  of  the 
regulations.  We  use  Level  I  and  Level  II 
HCPCS  codes  and  descriptors  to  identify 
and  group  the  services  within  each  APC. 
The  APCs  are  organized  such  that  each 
group  is  homogeneous  both  clinically 
and  in  terms  of  resource  use.  Using  this 
classification  system,  we  have 
established  distinct  groups  of  similar 
services,  as  well  as  medical  visits.  We 
also  have  developed  separate  APC 
groups  for  certain  medical  devices, 
drugs,  biologicals,  therapeutic 
radiopharmaceuticals,  and 
brachytherapy  devices. 

We  have  packaged  into  payment  for 
each  procedure  or  service  within  an 
APC  group  the  costs  associated  with 
those  items  or  services  that  are  directly 
related  to  and  supportive  of  performing 
the  main  independent  procedures  or 
furnishing  the  services.  Therefore,  we 
do  not  make  separate  payment  for  these 
packaged  items  or  services.  For 
example,  packaged  items  and  services 
include:  (1)  Use  of  an  operating, 
treatment,  or  procedure  room;  (2)  use  of 
a  recovery  room;  (3)  observation 
services;  (4)  anesthesia;  (5)  medical/ 
surgical  supplies;  (6)  pharmaceuticals 
(other  than  those  for  which  separate 
payment  may  be  allowed  under  the 
provisions  discussed  in  section  V.  of 
this  proposed  rule);  (7)  incidental 
services  such  as  venipuncture;  and  (8) 
guidance  services,  image  processing 
services,  intraoperative  services, 
imaging  supervision  and  interpretation 
services,  diagnostic 
radiopharmaceuticals,  and  contrast 
media.  Further  discussion  of  packaged 
services  is  included  in  section  II.A.4.  of 
this  proposed  rule. 

In  CY  2008  (72  FR  66650),  we 
implemented  composite  APCs  to 
provide  a  single  payment  for  groups  of 
services  that  are  typically  performed 
together  during  a  single  clinical 
encounter  and  that  result  in  the 


provision  of  a  complete  service.  Under 
our  CY  2009  OPPS  policy,  we  provide 
composite  APC  payment  for  certain 
extended  assessment  and  management 
services,  low  dose  rate  (LDR)  prostate 
brachytherapy,  cardiac 
electrophysiologic  evaluation  and 
ablation,  mental  health  services,  and 
multiple  imaging  services.  Further 
discussion  of  composite  APCs  is 
included  in  section  II.A.2.e.  of  this 
proposed  rule. 

Under  the  OPPS,  we  generally  pay  for 
hospital  outpatient  services  on  a  rate- 
per-service  basis,  where  the  service  may 
be  reported  with  one  or  more  HCPCS 
codes.  Payment  varies  according  to  the 
APC  group  to  which  the  independent 
service  or  combination  of  services  is 
assigned.  Each  APC  weight  represents 
the  hospital  median  cost  of  the  services 
included  in  that  APC  relative  to  the 
hospital  median  cost  of  the  service^ 
included  in  APC  0606  (Level  3  Hospital 
Clinic  Visits).  The  APC  weights  are 
scaled  to  APC  0606  because  it  is  the 
middle  level  clinic  visit  APC  (that  is, 
where  the  Level  3  clinic  visit  CPT  code 
of  five  levels  of  clinic  visits  is  assigned), 
and  because  middle  level  clinic  visits 
are  among  the  most  firequently  furnished 
services  in  the  hospital  outpatient 
setting. 

Section  1833(t)(9)(A)  of  the  Act 
requires  the  Secretary  to  review  not  less 
often  than  annually  and  revise  the 
groups,  relative  payment  weights,  and 
the  wage  and  other  adjustments  under 
the  OPPS  to  take  into  account  changes 
in  medical  practice,  changes  in 
technology,  the  addition  of  new 
services,  new  cost  data,  and  other 
relevant  information  and  factors. 

Section  1833(t)(9)(A)  of  the  Act,  as 
amended  by  section  201(h)  of  the  BBRA, 
also  requires  the  Secretary  to  consult 
with  an  outside  panel  of  experts  to 
review  (and  advise  the  Secretary 
concerning)  the  clinical  integrity  of  the 
APC  groups  and  the  relative  payment 
weights  (the  APC  Panel 
recommendations  for  specific  services 
for  the  CY  2010  OPPS  and  our  responses 
to  them  are  discussed  in  the  relevant 
specific  sections  throughout  this 
proposed  rule). 

Finally,  section  1833(t)(2)  of  the  Act 
provides  that,  subject  to  certain 
exceptions,  the  items  and  services 
within  an  APC  group  cannot  be 
considered  comparable  with  respect  to 
the  use  of  resources  if  the  highest 
median  cost  (or  mean  cost  as  elected  by 
the  Secretary)  for  an  item  or  service  in 
the  group  is  more  than  2  times  greater 
than  the  lowest  median  cost  (or  mean 
cost,  if  so  elected^  for  an  item  or  service 
within  the  same  group  (referred  to  as  the 
“2  times  rule”).  We  use  the  median  cost 
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of  the  item  or  service  in  implementing 
this  provision.  Section  1833(t)(2)  of  the 
Act  authorizes  the  Secretary  to  make 
exceptions  to  the  2  times  rule  in 
unusual  cases,  such  as  low- volume 
items  and  services  (but  the  Secretary 
may  not  make  such  an  exception  in  the 
case  of  a  drug  or  biological  that  has  been 
designated  as  an  orphan  drug  under 
section  526  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act). 

2.  Application  of  the  2  Times  Rule 

In  accordance  with  section  1833(t)(2) 
of  the  Act  and  §  419.31  of  the 
regulations,  we  annually  review  the 
items  and  services  within  an  APC  group 
to  determine,  with  respect  to 
comparability  of  the  use  of  resoiuces,  if 
the  median  cost  of  the  highest  cost  item 
or  service  within  an  APC  group  is  more 
than  2  times  greater  than  the  median  of 
the  lowest  cost  item  or  service  within 
that  same  group.  We  are  proposing  to 
make  exceptions  to  this  limit  on  the 
variation  of  costs  within  each  APC 
group  in  unusual  cases,  such  as  low- 
volume  items  and  services  for  CY  2010. 

During  the  APC  Pemel’s  Februcuy  2009 
meeting,  we  presented  median  cost  and 
utilization  data  for  services  furnished 
during  the  period  of  January  1,  2008 
through  September  30,  2008,  about 
which  we  had  concerns  or  about  which 
the  public  had  raised  concerns 
regarding  their  APC  assignments,  status 
indicator  assignments,  or  payment  rates. 
The  discussions  of  most  service-specific 
issues,  the  APC  Panel 
recommendations,  and  our  proposals  for 
CY  2010  are  contained  mainly  in 
sections  III.C.  and  III.D.  of  this  proposed 
rule. 

In  addition  to  the  assignment  of 
specific  services  to  APCs  that  we 
discussed  with  the  APC  Panel,  we  also 
identified  APCs  with  2  times  violations 
that  were  not  specifically  discussed 
with  the  APC  Panel  but  for  which  we 
are  proposing  changes  to  their  HCPCS 


codes  APC  assignments  in  Addendum  B 
to  this  proposed  rule.  In  these  cases,  to 
eliminate  a  2  times  violation  or  to 
improve  clinical  and  resource 
homogeneity,  we  are  proposing  to 
reassign  the  codes  to  APCs  that  contain 
services  that  are  similar  with  regard  to 
both  their  clinical  and  resource 
characteristics.  We  also  are  proposing  to 
rename  existing  APCs  or  create  new 
clinical  APCs  to  complement  proposed 
HCPCS  code  reassignments.  In  many 
cases,  the  proposed  HCPCS  code 
reassignments  and  associated  APC 
reconfigurations  for  CY  2010  included 
in  this  proposed  rule  are  related  to 
changes  in  median  costs  of  services  that 
were  observed  in  the  CY  2008  claims 
data  newly  available  for  CY  2010 
ratesetting.  In  addition,  we  are 
proposing  changes  to  the  status 
indicators  for  some  codes  that  are  not 
specifically  and  separately  discussed  in 
this  proposed  rule.  In  these  cases,  we 
are  proposing  to  change  the  status 
indicators  for  some  codes  because  we 
believe  that  another  status  indicator 
would  more  accmately  describe  their 
payment  status  from  an  OPPS 
perspective  based  on  the  policies  that 
we  are  proposing  for  CY  2010. 

Addendum  B  to  this,  proposed  rule 
identifies  with  comment  indicator  “CH” 
those  HCPCS  codes  for  which  we  are 
proposing  a  change  to  the  APC 
assignment  or  status  indicator  that  were 
initially  assigned  in  the  April  2009 
Addendum  B  update  (Transmittal  1702, 
Change  Request  6416,  dated  Marchl3, 
2009). 

3.  Proposed  Exceptions  to  the  2  Times 
Rule 

As  discussed  earlier,  we  may  make 
exceptions  to  the  2  times  limit  on  the 
variation  of  costs  within  each  APC 
group  in  unusual  cases  such  as  low- 
volume  items  and  services.  Taking  into 
account  the  APC  changes  that  we  are 
proposing  for  CY  2010  based  on  the 


APC  Panel  recommendations  discussed 
mainly  in  sections  III.C.  and  III.D.  of  this 
proposed  rule,  the  other  proposed 
changes  to  status  indicators  arid  APC 
assignments  as  identified  in  Addendum 
B  to  this  proposed  rule,  and  the  use  of 
CY  2008  claims  data  to  calculate  the 
median  costs  of  procedures  classified  in 
the  APCs,  we  reviewed  all  the  APCs  to 
determine  which  APCs  would  not 
satisfy  the  2  times  rule  and  to  determine 
which  APCs  should  be  proposed  as 
exceptions  to  the  2  times  rule  for  CY 
2010.  We  used  the  following  criteria  to 
decide  whether  to  propose  exceptions  to 
the  2  times  rule  for  affected  APCs: 

•  Resource  homogeneity 

•  Clinical  homogeneity 

•  Hospital  outpatient  setting 

•  Frequency  of  service  (volume) 

•  Opportunity  for  upcoding  and  code 
fragments. 

For  a  detailed  discussion  of  these 
criteria,  we  refer  readers  to  the  April  7, 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18457). 

Table  17  of  this  proposed  rule  lists  14 
APCs  that  we  are  proposing  to  exempt 
from  the  2  times  rule  for  CY  2010  based 
on  the  criteria  cited  above.  For  cases  in 
which  a  recommendation  by  the  APC 
Panel  appeared  to  result  in  or  allow  a 
violation  of  the  2  times  rule,  we 
generally  accepted  the  APC  Panel’s 
recommendation  because  those 
recommendations  were  based  on 
explicit  consideration  of  resource  use, 
clinical  homogeneity,  hospital 
specialization,  and  the  quality  of  the  CY 
2008  claims  data  used  to  determine  the 
APC  payment  rates  that  we  are 
proposing  for  CY  2010.  The  median 
costs  for  hospital  outpatient  services  for 
these  and  all  other  APCs  that  were  used 
in  the  development  of  this  proposed 
rule  can  be  found  on  the  CMS  Web  site 
at:  http:  //www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 
Oljoverview.asp. 


Table  17— Proposed  APC  Exceptions  to  the  2  Times  Rule  for  CY  2010 


Proposed  CY  2010 

APC 

Proposed  CY  2010  APC  title 

0080  . 

Diagnostic  Cardiac  Catheterization. 

0105 . 

Repair/Revision/Removal  of  Pacemakers,  AlCDs,  or  Vascular  Devices. 

0128 . 

Echocardiogram  with  Contrast. 

0141  . . . 

Level  1  Upper  Gl  Procedures. 

0142 . 

Small  Intestine  Endoscopy. 

0237  . 

Level  II  Posterior  Segment  Eye  Procedures. 

0245  . 

Level  1  Cataract  Procedures  without  lOL  Insert. 

0303  . 

Treatment  Device  Construction. 

0325  . 

Group  Psychotherapy. 

0381  . 

Single  Allergy  Tests. 

0432  . . 

Health  and  Behavior  Services. 

0436  . 

Level  1  Drug  Administration. 

0604  . 

Level  1  Hospital  Clinic  Visits. 

0664  . 

Level  1  Proton  Beam  Radiation  Therapy. 
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C.  New  Technology  APCs 
1.  Background 

In  the  November  30,  2001  final  rule 
(66  FR  59903),  we  finalized  changes  to 
the  time  period  a  service  was  eligible  for 
payment  imder  a  New  Technology  APC. 
Beginning  in  CY  2002,  we  retain 
services  within  New  Technology  APC 
groups  until  we  gather  sufficient  claims 
data  to  enable  us  to  assign  the  service 
to  a  clinically  appropriate  APC.  This 
policy  allows  us  to  move  a  service  from 
a  New  Technology  APC  in  less  than  2 
years  if  sufficient  data  are  available.  It 
also  allows  us  to  retain  a  service  in  a 
New  Technology  APC  for  more  than  2 
years  if  sufficient  data  upon  which  to 
base  a  decision  for  reassignment  have 
not  been  collected. 

We  note  that  the  cost  bands  for  New 
Technology  APCs  range  from  $0  to  $50 
in  increments  of  $10,  from  $50  to  $100 
in  increments  of  $50,  from  $100  through 
$2,000  in  increments  of  $100,  and  fi-om 
$2,000  through  $10,000  in  increments  of 
$500.  These  cost  bands  identify  the 
APCs  to  which  new  technology 
procedures  and  services  with  estimated 
service  costs  that  fall  within  those  cost 
bands  are  assigned  under  the  OPPS. 
Payment  for  each  APC  is  made  at  the 
mid-point  of  the  APC’s  assigned  cost 
band.  For  example,  payment  for  New 
Technology  APC  1507  (New 
Technology — Level  VII  ($500-$600))  is 
made  at  $550.  Currently,  there  are  82 
New  Technology  APCs,  ranging  from 
the  lowest  cost  band  assigned  to  APC 
1491  (New  Technology — Level  lA  ($0- 
$10))  through  the  highest  cost  band 


assigned  to  APC  1574  (New 
Technology — Level  XJOCVII  ($9,500- 
$10000).  In  CY  2004  (68  FR  63416),  we 
last  restructured  the  New  Technology 
APCs  to  make  the  cost  intervals  more 
consistent  across  payment  levels  and 
refined  the  cost  bands  for  these  APCs  to 
retain  two  parallel  sets  of  New 
Technology  APCs,  one  set  with  a  status 
indicator  of  “S”  (Significant  Procedures, 
Not  Discounted  when  Multiple.  Paid 
under  OPPS;  separate  APC  payment) 
and  the  other  set  with  a  status  indicator 
of  “T”  (Significant  Procedure,  Multiple 
Reduction  Applies.  Paid  under  OPPS; 
separate  APC  payment).  These  current 
New  Technology  APC  configurations 
allow  us  to  price  new  technology 
services  more  appropriately  and 
consistently. 

2.  Proposed  Movement  of  Procedures 
ft'om  New  Technology  APCs  to  Clinical 
APCs 

As  we  explained  in  the  November  30, 
2001  final  rule  (66  FR  59902),  we 
generally  keep  a  procedure  in  the  New 
Technology  APC  to  which  it  is  initially 
assigned  until  we  have  collected 
sufficient  data  to  enable  us  to  move  the 
procedure  to  a  clinically  appropriate 
APC.  However,  in  cases  where  we  find 
that  our  original  New  Technology  APC 
assignment  was  based  oh  inaccurate  or 
inadequate  information  (although  it  was 
the  best  information  available  at  the 
time),  or  where  the  New  Technology 
APCs  are  restructured,  we  may,  based 
on  more  recent  resource  utilization 
information  (including  claims  data)  or 
the  availability  of  refined  New 


Technology  APC  cost  bands,  reassign 
the  procedure  or  service  to  a  different 
New  Technology  APC  that  most 
appropriately  reflects  its  cost. 

Consistent  with  our  current  policy,  in 
this  proposed  rule,  for  CY  2010  we  are 
proposing  to  retain  services  within  New 
Technology  APC  groups  until  we  gather 
sufficient  claims  data  to  enable  us  to 
assign  the  service  to  a  clinically 
appropriate  APC.  The  flexibility 
associated  with  this  policy  allows  us  to 
move  a  service  from  a  New  Technology 
APC  in  less  than  2  years  if  sufficient 
data  are  available.  It  also  allows  us  to 
retain  a  service  in  a  New  Technology 
APC  for  more  than  2  years  if  sufficient 
hospital  claims  data  upon  which  to  base 
a  decision  for  reassignment  have  not 
been  collected. 

Table  18  below  lists  the  HCPCS  code 
and  its  associated  status  indicator  that 
we  are  proposing  to  reassign  from  a  New 
Technology  APC  to  a  clinically 
appropriate  APC  for  CY  2010.  Based  on 
the  CY2008  OPPS  claims  data  available 
for  this  proposed  rule,  we  believe  we 
have  sufficient  claims  data  to  propose 
reassignment  of  CPT  code  0182T  to  a 
clinically  appropriate  APC.  Specifically, 
we  are  proposing  to  reassign  this 
electronic  brachytherapy  service  from 
APC  1519  (New  Technology — Level  IXX 
($1700-$1800))  to  APC  0313 
(Brachytherapy),  where  other 
brachytherapy  services  also  reside. 
Based  on  hospital  claims  data  for  CPT 
code  0182T,  its  hospital  resource  costs 
are  similar  to  those  of  other  services 
assigned  to  APC  0313. 


Table  18— Proposed  CY  2010  Reassignment  of  a  New  Technology  Procedure  to  a  Clinical  APC 


CY 

2009 

HCPCS 

code 

CY  2009  short  descriptor 

j 

CY  2009  SI 

CY  2009 
APC 

Proposed 
CY  2010  SI 

Proposed 

CY2010 

APC 

0182T 

i 

Hdr  elect  brachytherapy . 

S 

1519 

S 

0313 

D.  Proposed  OPPS  APC  Specific 
Policies:  Insertion  of  Posterior  Spinous 
Process  Distraction  Device  (APC  0052) 

For  CY  2009  (73  FR  68620),  we 
reassigned  CPT  codes  0171T  (Insertion 
of  posterior  spinous  process  distraction 
device  (including  necessary  removal  of 
bone  or  ligament  for  insertion  and 
imaging  guidance),  lumbar,  single  level) 
and  0172T  (Insertion  of  posterior 
spinous  process  distraction  device 
(including  necessary  removal  of  bone  or 
ligament  for  insertion  and  imaging 
guidance),  lumbar,  each  additional 
level)  from  APC  0050  (Level  II 
Musculoskeletal  Procedures  Except 
Hand  and  Foot)  to  APC  0052  (Level  IV 


Musculoskeletal  Procedures  Except 
Hand  and  Foot).  For  CY  2007  and  CY 
2008,  the  device  implanted  in 
procedures  described  by  CPT  codes 
0171T  and  0172T,  HCPCS  code  C1821 
(Interspinous  process  distraction  device 
(implantable)),  was  assigned  pass¬ 
through  payment  status  and,  therefore, 
was  paid  separately  at  charges  adjusted 
to  cost.  The  period  of  pass-through 
payment  for  HCPCS  code  C1821  expired 
after  December  31,  2008.  According  to 
our  established  methodology,  the  costs 
of  devices  no  longer  eligible  for  pass¬ 
through  payments  are  packaged  into  the 
costs  of  the  procedures  with  which  the 
devices  are  reported  in  the  claims  data 


used  to  set  the  payment  rates  for  those 
procedures.  Therefore,  the  costs  of  the 
implanted  device  identified  by  HCPCS 
code  Cl  821  are  packaged  into  the  costs 
of  CPT  codes  0171T  and  0172T 
beginning  in  CY  2009. 

At  the  February  2009  meeting,  the 
APC  Panel  heard  a  public  presentation 
that  recommended  reassignment  of  CPT 
codes  0171T  and  0172T  from  APC  0052 
to  APC  0425  (Level  II  Arthroplasty  or 
Implantation  with  Prosthesis).  The 
presenter  believed  that  APC  resource 
homogeneity  would  be  improved  if  CPT 
codes  0171T  and  0172T  were  reassigned 
to  APC  0425.  The  presenter  asserted, 
based  on  its  analysis  of  CY  2007  claims 
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data,  that  the  median  cost  of  CPT  code 
0171T  was  significantly  higher  than  the 
median  cost  of  APC  0052,  while  only 
slightly  lower  than  the  median  cost  of 
APC  0425.  The  presenter  indicated  that, 
while  the  median  cost  of  APC  0052  was 
significantly  higher  than  the  median 
cost  of  device  HCPCS  code  Cl  821, 
device  costs  are  only  one  element  of  the 
overall  procedure  cost  and  other 
associated  procedure  costs  are  more 
than  $3,200.  Regarding  clinical 
homogeneity,  the  presenter  stated  that 
kyphoplasty  is  the  only  spine  procedure 
currently  assigned  to  APC  0052  other 
than  CPT  codes  0171T  and  0172T.  The 
presenter  also  claimed  that  36  percent  of 
claims  for  CPT  code  0171T  are  reported 
without  HCPCS  code  C1821,  which 
identified  a  device  that  is  always 
implanted  in  procedures  reported  with 
CPT  codes  0171T  and  0172T.  The 
presenter  requested  reassignment  of 
CPT  codes  0171T  and  0172T  to  APC 
0425  because  this  APC  is  a  device¬ 
dependent  APC,  and  CPT  codes  0171T 
and  0172T  would  then  he  subject  to 
procedure-to-device  claims  processing 
edits. 

The  APC  Panel  recommended  that 
CMS  continue  the  assignment  of  CPT 
codes  0171T  and  0172T  to  APC  0052  for 
CY  2010,  institute  procedure-to-device 
claims  processing  edits  for  HCPCS  code 
Cl  821,  and  then  reevaluate  the  APC 
assignments  of  CPT  codes  0171T  and 
0172T  in  one  year. 

Under  our  existing  policy,  we 
generally  do  not  identify  any  individual 
HCPCS  codes  as  device-dependent 
codes  under  the  OPPS.  We  create  device 
edits,  when  appropriate,  for  procedures 
assigned  to  device-dependent  APCs, 
where  those  APCs  have  been 
historically  identified  under  the  OPPS 
as  having  very  high  device  costs.  As  we 
noted  in  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  regarding 
APC  0052  (73  FR  68621),  we  typically 
do  not  implement  procedure-to-device 
edits  for  an  APC  where  there  are  not 
device  HCPCS  codes  for  all  possible 
devices  that  could  be  used  to  perform  a 
procedure  that  always  requires  a  device, 
and  the  APC  is  not  designated  as  a 
device-dependent  APC.  APC  0052  is  not 
a  device-dependent  APC  because  a 
number  of  the  procedures  assigned  to 
the  APC  do  not  require  the  use  of 
implantable  devices.  Furthermore,  in 
some  cases,  there  may  not  be  HCPCS 
codes  that  describe  all  devices  that  may 
be  used  to  perform  the  procedures  in 
APC  0052. 

We  examined  the  CY  2008  claims  data 
available  for  this  proposed  rule  to 
determine  the  frequency  of  hilling  CPT 
code  0171T  (which  is  the  main 
procedure  code  reported  with  HCPCS 


code  Cl  821)  with  and  without  device 
HCPCS  code  C1821.  CPT  code  0172T  is 
an  add-on  code  to  CPT  code  0171T.  We 
recognize  that  our  single  claims  for  CPT 
code  0172T  may  not  be  correctly  coded 
claims  and,  therefore,  our  cost 
estimation  for  CPT  code  0172T  may  not 
be  accurate.  Our  analysis  shows  that  the 
CY  2010  proposed  rule  median  cost  for 
CPT  code  0171T  is  approximately 
$7,717  based  on  over  800  single  claims. 
The  CY  2010  proposed  rule  claims  data 
for  CPT  code  0171T  reveal  a  median 
cost  of  approximately  $7,916  based  on 
over  500  single  claims  with  HCPCS  code 
C1821,  and  a  median  cost  of 
approximately  $7,387  based  on  about 
300  single  claims  without  HCPCS  code 
C1821.  Therefore,  the  median  cost  of 
claims  for  CPT  code  0171T  reported 
with  HCPCS  code  C1821  is  similar  to 
the  median  cost  of  claims  for  the 
procedure  reported  without  HCPCS 
code  C1821.  We  have  no  reason  to 
believe  that  those  hospitals  not 
reporting  the  device  HCPCS  code  have 
failed  to  consider  the  cost  of  the  device 
in  charging  for  the  procedure. 
Furthermore,  claims  for  CPT  code 
0171T  reported  with  HCPCS  code  C1821 
account  for  about  two-thirds  of  the 
single  claims  available  for  ratesetting. 
The  overall  median  cost  of  CPT  code 
01 7 IT  falls  within  an  appropriate  range 
of  HCPCS  code-specific  median  costs  for 
those  services  proposed  for  CY  2010 
assignment  to  APC  0052,  which  has  a 
proposed  APC  median  cost  of 
approximately  $5,939  and  no  2  times 
violation.  Moreover,  we  do  not  believe 
that  procedmre-to-device  claims 
processing  edits  are  necessary  to  ensure 
accurate  cost  estimation  for  CPT  code 
0171T. 

The  CY  2010  proposed  rule  line-item 
median  cost  for  HCPCS  code  C1821  is 
approximately  $4,625,  while  the  CY 
2010  proposed  rule  median  cost  of  APC 
0052  is  approximately  $1,300  more  than 
this  device  cost.  Previous  estimates  of 
procedure  time  presented  to  us  at  the 
time  of  the  device  pass-through 
application  for  the  interspinous  process 
distraction  device  described  by  HCPCS 
code  C1821  were  approximately  30  to 
60  minutes  of  procedure  time  for  the 
service  currently  described  by  CPT  code 
0171T.  This  is  reasonably  comparable  to 
the  typical  procedure  time  for 
kyphoplasty  described  by  CPT  code 

22523  (Percutaneous  vertebral 
augmentation,  including  cavity  creation 
(fracture  reduction  and  bone  biopsy 
included  when  performed)  using 
mechanical  device,  one  vertebral  body, 
unilateral  or  bilateral  cannulation  (e.g., 
kyphoplasty);  thoracic)  and  CPT  code 

22524  (Percutaneous  vertebral 


augmentatioir,  including  cavity  creation 
(fracture  reduction  and  bone  biopsy 
included  when  performed)  using 
mechanical  device,  one  vertebral  body, 
unilateral  or  bilateral  cannulation  (e.g., 
kyphoplasty);  lumbar),  which  are  also 
assigned  to  APC  0052. 

In  summary,  because  we  believe  that 
APC  0052  pays  appropriately  for  the 
procedure  cost  of  CPT  codes  01 7  IT  and 
0172T,  we  are  proposing  to  maintain  the 
assignment  of  CPT  codes  0171T  and 
0172T  to  APC0052  for  CY  2010  and  not 
to  implement  device  edits  for  these 
procedures.  We  are  accepting  one  part 
of  the  APC  Panel’s  recommendation 
regarding  the  continued  assigiunent  of 
CPT  codes  0171T  and  0172T  to  APC 
0052,  but  we  are  not  accepting  the  APC 
Panel’s  further  recommendation  to 
institute  procedure-to-device  edits  for 
these  services  for  CY  2010.  As  we  do  for 
all  OPPS  services,  we  will  reevaluate 
the  APC  assignments  of  CPT  codes 
0171T  and  0172T  when  additional 
claims  data  become  available  for  CY 
2011  ratesetting,  in  accordance  with  the 
final  peut  of  the  APC  Panel’s 
recommendation  for  these  procedines. 

rV.  Proposed  OPPS  Pa)rment  for  Devices 

A.  Pass-Through  Payments  for  Devices 

1.  Expiration  of  Transitional  Pass- 
Through  Payments  for  Certain  Devices 

Section  1833(t)(6)(B)(iii)  of  the  Act 
requires  that,  under  the  OPPS,  a 
category  of  devices  be  eligible  for 
transitional  pass-through  payments  for 
at  least  2,  but  not  more  than  3,  years. 
This  pass-through  payment  eligibility 
period  begins  with  the  first  date  on 
which  transitional  pass-through 
payments  may  be  made  for  any  medical 
device  that  is  described  by  the  category. 
We  may  establish  a  new  device  category 
for  pass-through  payment  in  any 
quarter.  Under  om  established  policy, 
we  base  the  pass-through  status 
expiratipn  dates  for  the  category  codes 
on  the  date  on  which  a  category  is  in 
effect.  The  date  on  which  a  category  is 
in  effect  is  the  first  date  on  which  pass¬ 
through  payment  may  be  made  for  any 
medical  device  that  is  described  by  such 
category.  We  propose  and  finalize  the 
dates  for  expiration  of  pass-through 
status  for  device  categories  as  part  of  the 
OPPS  annual  update. 

We  also  have  an  established  policy  to 
package  the  costs  of  the  devices  no 
longer  eligible  for  pass-through 
payments  into  the  costs  of  the 
procedures  with  which  the  devices  are 
reported  in  the  claims  data  used  to  set 
the  payment  rates  (67  FR  66763). 
Brach}dherapy  sources,  which  are  now 
separately  paid  in  accordance  with 
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section  1833{t)(2)(H)  of  the  Act,  are  an 
exception  to  this  established  policy. 

There  currently  are  no  device 
categories  eligible  for  pass-through 
payment,  and  there  are  no  categories  for 
which  we  would  propose  expiration  of 
pass-through  status.  If  we  create  new 
device  categories  for  pass-through 
payment  status  during  the  remainder  of 
CY  2009  or  during  CY  2010,  we  will 
propose  future  expiration  dates  in 
accordance  with  the  statutory 
requirement  that  they  be  eligible  for 
pass-through  payments  for  at  least  2,  but 
not  more  than  3,  years  from  the  date  on 
which  pass-through  payment  for  any 
medical  device  described  by  the 
category  may  first  be  made. 

2.  Proposed  Provisions  for  Reducing 
Transitional  Pass-Through  Payments  to 
Offset  Costs  Packaged  into  APC  Groups 

a.  Background 

We  have  an  established  policy  to 
estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  the  associated 
devices  that  are  eligible  for  pass-through 
payments  (66  FR  59904).  We  deduct 
from  the  pass-through  payments  for 
identified  device  categories  eligible  for 
pass-through  payments  an  amount  that 
reflects  the  portion  of  the  APC  payment 
amount  that  we  determine  is  associated 
with  the  cost  of  the  device,  defined  as 
the  device  APC  offset  amount,  as 
required  by  section  1833{t)(6)(D)(ii)  of 
the  Act.  We  have  consistently  employed 
an  established  methodology  to  estimate 
the  portion  of  each  APC  payment  rate 
that  could  reasonably  be  attributed  to 
the  cost  of  an  associated  device  eligible 
for  pass-through  payment,  using  claims 
data  from  the  period  used  for  the  most 
recent  recalibration  of  the  APC  rates  (72 
FR  66751  through  66752).  We  establish 
and  update  the  applicable  device  APC 
offset  amounts  for  eligible  pass-through 
device  categories  through  the 
transmittals  that  implement  the 
quarterly  OPPS  updates. 

We  cvurently  have  published  a  list  of 
all  procedural  APCs  with  the  CY  2009 
portions  (both  percentages  and  dollar 
amounts)  of  the  APC  payment  amounts 
that  we  determine  are  associated  with 
the  cost  of  devices,  on  the  CMS  Web  site 
at:  http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 

01  _overview.asp.  The  dollar  amounts 
are  used  as  the  device  APC  offset 
amounts.  In  addition,  in  accordance 
with  our  established  practice,  the  device 
APC  offset  amounts  in  a  related  APC  are 
used  in  order  to  evaluate  whether  the 
cost  of  a  device  in  an  application  for  a 
new  device  category  for  pass-through 
payment  is  not  insignificant  in  relation 


to  the  APC  payment  amount  for  the 
service  related  to  the  category  of 
devices,  as  specified  in  our  regulations 
at  §  419.66(d). 

b.  Proposed  Policy 

For  CY  2010,  we  are  proposing  to 
continue  ovu  established  policies  for 
calculating  and  setting  the  device  APC 
offset  amounts  for  each  device  category 
eligible  for  pass-through  payment.  We 
also  are  proposing  to  continue  to  review 
each  new  device  category  on  a  case-by- 
case  basis  to  determine  whether  device 
costs  associated  with  the  new  category 
are  already  packaged  into  the  existing 
APC  structure.  If  device  costs  packaged 
into  the  existing  APC  structure  are 
associated  with  the  new  category,  we 
would  deduct  the  device  APC  offset 
amount  from  the  pass-through  payment 
for  the  device  category.  As  stated  earlier, 
these  device  APC  offset  amounts  also 
would  be  used  in  order  to  evaluate 
whether  the  cost  of  a  device  in  an 
application  for  a  new  device  category 
for  pass-through  payment  is  not 
insignificant  in  relation  to  the  APC 
payment  amount  for  the  service  related 
to  the  category  of  devices  (§  419.66(d)). 

We  are  proposing  in  section  V.A.4.  of 
this  proposed  rule  to  specify  that, 
beginning  in  CY  2010,  the  pass-through 
evaluation  process  and  pass-through 
payment  methodology  for  implantable 
biologicals  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  would  be  the  device 
pass-through  process  and  payment 
methodology  only.  As  a  result  of  that 
proposal,  we  are  proposing  in  this 
section  that,  beginning  in  CY  2010,  we 
would  include  implantable  biologicals 
in  our  calculation  of  the  device  APC 
offset  amounts.  As  of  CY  2009,  the  costs 
of  implantable  biologicals  not  eligible 
for  pass-through  payment  are  packaged 
into  the  costs  of  the  procedures  in 
which  they  are  implanted  because 
nonpass-through  implantable 
biologicals  are  not  separately  paid.  We 
are  proposing  to  calculate  and  set  any 
device  APC  offset  amount  for  a  new 
device  pass-through  category  that 
includes  a  newly  eligible  implantable 
biological  beginning  in  CY  2010  using  ■ 
the  same  methodology  we  have 
historically  used  to  calculate  and  set 
device  APC  offset  amounts  for  device 
categories  eligible  for  pass-through 
payment  (72  FR  66751  through  66752), 
with  one  modification.  Because 
implantable  biologicals  would  be 
considered  devices  rather  than  drugs  for 
purposes  of  pass-through  evaluation  and 
payment  under  this  proposal  for  CY 
2010,  the  device  APC  offset  amounts 
would  include  the  costs  of  imolantable 
biologicals  for  the  first  time.  We  also 


would  utilize  these  revised  device  APC 
offset  amounts  to  evaluate  whether  the 
cost  of  an  implantable  biological  in  an 
application  for  a  new  device  category 
for  pass-through  payment  is  not 
insignificant  in  relation  to  the  APC 
payment  amount  for  the  service  related 
to  the  category  of  devices.  Further,  we 
are  proposing  to  no  longer  use  the 
“policy-packaged”  drug  APC  offset 
amounts  for  evaluating  the  cost 
significance  of  implantable  biological 
pass-through  applications  under  review 
and  for  setting  the  APC  offset  amounts 
that  would  apply  to  pass-through 
payment  for  those  implantable 
biologicals,  effective  for  new  pass¬ 
through  status  determinations  beginning 
in  CY  2010.  In  addition,  we  are 
proposing  to  update,  on  the  CMS  Web 
site  at  http://www.cms.hhs.gov/ 
HospitalOutpatientPPS,  the  list  of  all 
procedural  APCs  with  the  final  CY  2010 
portions  of  the  APC  payment  amounts 
that  we  determine  are  associated  with 
the  cost  of  devices  so  that  this 
information  is  available  for  use  by  the 
public  in  developing  potential  CY2010 
device  pass-through  payment 
applications  and  by  CMS  in  reviewing 
those  applications. 

B.  Proposed  Adjustment  to  OPPS 
Payment  for  No  Cost/Full  Credit  and 
Partial  Credit  Devices 

I.  Background 

In  recent  years,  there  have  been 
several  field  actions  on  and  recalls  of 
medical  devices  as  a  result  of 
implantable  device  failures.  In  many  of 
these  cases,  the  manufacturers  have 
offered  devices  without  cost  to  the 
hospital  or  with  credit  for  the  device 
being  replaced  if  the  patient  required  a 
more  expensive  device.  In  order  to 
ensure  that  payment  rates  for 
procedures  involving  devices  reflect 
only  the  full  costs  of  those  devices,  our 
standard  ratesetting  methodology  for 
device-dependent  APCs  uses  only 
claims  that  contain  the  correct  device 
code  for  the  procedure,  do  not  contain 
token  charges,  and  do  not  contain  the 
“FB”  modifier  signifying  that  the  device 
was  furnished  without  cost  or  with  a 
full  credit.  As  discussed  in  section 

II. A.2.d.(l)  of  this  proposed  rule,  we  are 
proposing  to  refine  further  our  standard 
ratesetting  methodology  for  device¬ 
dependent  APCs  for  CY  2010  by  also 
excluding  claims  with  the  “FC” 
modifier  signifying  that  the  device  was 
furnished  with  partial  credit. 

To  ensure  equitable  payment  when 
the  hospital  receives  a  device  without 
cost  or  with  full  credit,  in  CY  2007  we 
implemented  a  policy  to  reduce  the 
payment  for  specified  device-dependent 
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APCs  by  the  estimated  portion  of  the 
APC  payment  attributable  to  device 
costs  (that  is,  the  device  offset)  when  the 
hospital  receives  a  specified  device  at 
no  cost  or  with  full  credit  (71  FR  68071 
through  68077).  Hospitals  are  instructed 
to  report  no  cost/full  credit  cases  using 
the  “FB”  modifier  on  the  line  with  the 
procedure  code  in  which  the  no  cost/ 
full  credit  device  is  used.  In  cases  in 
which  the  device  is  furnished  without 
cost  or  with  full  credit,  the  hospital  is 
instructed  to  report  a  token  device 
charge  of  less  than  $1.01.  In  cases  in 
which  the  device  being  inserted  is  an 
upgrade  (either  of  the  same  type  of 
device  or  to  a  different  type  of  device) 
with  a  full  credit  for  the  device  being 
replaced,  the  hospital  is  instructed  to 
report  as  the  device  charge  the 
difference  between  its  usual  charge  for 
the  device  being  implanted  and  its  usual 
charge  for  the  device  for  which  it 
received  full  credit.  In  CY  2008,  we 
expanded  this  payment  adjustment 
policy  to  include  cases  in  which 
hospitals  receive  partial  credit  of  50 
percent  or  more  of  the  cost  of  a  specified 
device.  Hospitals  are  instructed  to 
append  the  “FC”  modifier  to  the 
procedure  code  that  reports  the  service 
provided  to  furnish  the  device  when 
they  receive  a  partial  credit  of  50 
percent  or  more  of  the  cost  of  the  new 
device.  We  reduce  the  OPPS  payment 
for  the  implantation  procediue  hy  100 
percent  of  the  device  offset  for  no  cost/ 
full  credit  cases  when  both  a  specified 
device  code  is  present  on  the  claim  and 
the  procedure  code  maps  to  a  specified 
APC.  Payment  for  the  implantation 
procedure  is  reduced  by  50  percent  of 
the  device  offset  for  partial  credit  cases 
when  both  a  specified  device  code  is 
present  on  the  claiin  and  the  procedure 
code  maps  to  a  specified  APC. 
Beneficiary  copayment  is  based  on  the 
reduced  payment  eunount  when  either 
the  “FB”  or  the  “FC”  modifier  is  billed 
and  the  procedure  and  device  codes 
appear  on  the  lists  of  procedures  and 
devices  to  which  this  policy  applies.  We 
refer  readers  to  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  for  more 
background  information  on  the  “FB” 


and  “FC”  payment  adjustment  policies 
(72  FR  66743  through  66749). 

2.  Proposed  APCs  and  Devices  Subject 
to  the  Adjustment  Policy 

For  CY  2010,  we  are  proposing  to 
continue  the  policy  of  reducing  OPPS 
payment  for  specified  APCs  by  100 
percent  of  the  device  offset  amount 
when  a  hospital  furnishes  a  specified 
device  without  cost  or  with  a  full  credit 
and  by  50  percent  of  the  device  offset 
amount  when  the  hospital  receives 
partial  credit  in  the  amount  of  50 
percent  or  more  of  the  cost  for  the 
specified  device.  Because  the  APC 
payments  for  the  related  services  are 
specifically  constructed  to  ensure  that 
the  full  cost  of  the  device  is  included  in 
the  payment,  we  continue  to  believe 
that  it  is  appropriate  to  reduce  the  APC 
payment  in  cases  in  which  the  hospital 
receives  a  device  without  cost,  with  full 
credit,  or  with  partial  credit,  in  order  to 
provide  equitable  payment  in  these 
cases.  (We  refer  readers  to  section 
II.A.2.d.(l)  of  this  proposed  rule  for  a 
description  of  our  standard  ratesetting 
methodology  for  device-dependent 
APCs.)  Moreover,  the  payment  for  these 
devices  comprises  a  large  part  of  the 
APC  payment  on  which  the  beneficiary 
copayment  is  based,  and  we  continue  to 
believe  it  is  equitable  that  the 
beneficiary  cost  sharing  reflects  the 
reduced  costs  in  these  cases. 

We  also  are  proposing  to  continue 
using  the  three  criteria  established  in 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  for  determining  the 
APCs  to  which  this  policy  applies  (71 
FR  68072  through  68077).  Specifically, 

(1)  all  procedures  assigned  to  the 
selected  APCs  must  involve  implantable 
devices  that  would  be  reported  if  device 
insertion  procedures  were  performed; 

(2)  the  required  devices  must  be 
surgically  inserted  or  implanted  devices 
that  remain  in  the  patient’s  body  after 
the  conclusion  of  the  procedure  (at  least 
temporarily);  and  (3)  the  device  offset 
amount  must  be  significant,  which,  for 
purposes  of  this  policy,  is  defined  as 
exceeding  40  percent  of  the  APC  cost. 
We  are  proposing  to  continue  to  restrict 
the  devices  to  which  the  APC  payment 


adjustment  would  apply  to  a  specific  set 
of  costly  devices  to  ensure  that  the 
adjustment  would  not  be  triggered  by 
the  implantation  of  an  inexpensive 
device  whose  cost  would  not  constitute 
a  significant  proportion  of  the  total 
payment  rate  for  an  APC.  We  continue 
to  believe  that  these  criteria  are 
appropriate  because  free  devices  and 
device  credits  are  likely  to  be  associated 
with  particular  cases  only  when  the 
device  must  be  reported  on  the  claim 
and  is  of  a  type  that  is  implanted  and 
remains  in  the  body  when  the 
beneficiary  leaves  the  hospital.  We 
believe  that  the  reduction  in  payment  is 
appropriate  only  when  the  cost  of  the 
device  is  a  significant  part  of  thejtotal 
cost  of  the  APC  into  which  the  device 
cost  is  packaged,  and  that  the  40-percent 
threshold  is  a  reasonable  definition  of  a 
significant  cost. 

We  examined  the  offset  amounts 
calculated  ft’om  the  CY  2010  proposed 
rule  data  and  the  clinical  characteristics 
of  APCs  to  determine  whether  the  APCs 
to  which  the  no  cost/ full  credit  and 
partial  credit  device  adjustment  policy 
applies  in  CY  2009  continue  to  meet  the 
criteria  for  CY  2010,  and  to  determine 
whether  other  APCs  to  which  the  policy 
does  not  apply  in  CY  2009  would  meet 
the  criteria  for  CY  2010.  Based  on  the 
CY  2008  claims  data  available  for  this 
proposed  rule,  we  are  not  proposing  any 
changes  to  the  APCs  and  devices  to 
which  this  policy  applies.  Table  19 
below  lists  the  proposed  APCs  to  which 
the  payment  reduction  policy  for  no 
cost/full  credit  and  partial  credit 
devices  would  apply  in  CY  2010  and 
displays  the  proposed  payment 
reduction  percentages  for  both  no  cost/ 
full  credit  and  partial  credit 
circumstances.  Table  20  below  lists  the 
proposed  devices  to  which  this  policy 
would  apply  in  CY  2010.  We  will 
update  the  lists  of  APCs  and  devices  to 
which  the  no  cost/ full  credit  and  partial 
credit  device  adjustment  policy  would 
apply  in  CY  2010,  consistent  with  the 
three  selection  criteria  discussed  earlier 
in  this  section,  based  on  the  final  CY 
2008  claims  data  available  for  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period. 


Table  19 — Proposed  APCs  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy 


Would  Apply 

Proposed  CY  2010  APC 

Proposed  CY  2010  APC  title 

Proposed 
CY  2010 
device 
offset 

percentage 
for  no  cost/ 
full  credit 
case 

Proposed 
CY  2010 
device 
offset 

percentage 

for 

partial  credit 
case 

0039  . . . 

Level  I  Implantation  of  Neurostimulator  Generator . 

85 

43 
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Table  19— Proposed  APCs  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment  Policy 

Would  Apply— Continued 


Proposed  CY  2010  APC 

Proposed  CY  2010  APC  title 

Proposed 
CY  2010 
device 
offset 

percentage 
for  no  cost/ 
full  credit 
case 

Proposed 
CY  2010 
device 
offset 

percentage 

for 

partial  credit 
case 

0040  . ! . . 

Percutaneous  Implantation  of  Neurostimulator  Electrodes . 

58 

29 

0061  . 

Laminectomy,  Laparoscopy,  or  Incision  for  Implantation  of 
Neurostimulator  Electrodes. 

63 

31 

0089  . 

Insertion/Replacement  of  Permanent  Pacemaker  and  Electrodes  .... 

71 

35 

0090  . 

Insertion/Replacement  of  Pacemaker  Pulse  Generator . 

73 

37 

0106 . 

Insertion/Replacement  of  Pacemaker  Leads  and/or  Electrodes . 

41 

20 

0107 . 

Insertion  of  Cardioverter-Defibrillator  . 

88 

44 

0108 . 

Insertion/Replacement/Repair  of  Cardioverter-Defibrillator  Leads . 

88 

44 

0225  . . 

Implantation  of  Neurostimulator  Electrodes,  Cranial  Nerve . 

73 

37 

0227  . ! . 

Implantation  of  Drug  Infusion  Device . 

82 

41 

0259  . 

Level  VII  ENT  Procedures . 

85 

42 

0315 . 

Level  II  Implantation  of  Neurostimulator  Generator . 

88 

44 

0385  . 

Level  1  Prosthetic  Urological  Procedures  . 

58 

29 

0386  . : . 

Level  II  Prosthetic  Urological  Procedures  . 

70 

35 

0418  . 

Insertion  of  Left  Ventricular  Pacing  Elect . .....' . 

81 

40 

0425  . 

Level  II  Arthroplasty  or  Implantation  with  Prosthesis . 

57 

28 

0648  . 

Level  IV  Breast  Surgery  . 

47 

23 

0654  . 

Insertion/Replacement  of  a  permanent  dual  chamber  pacemaker  .... 

74 

37 

0655  . 

Insertion/Replacement/Conversion  of  a  permanent  dual  chamber 
pacemaker. 

75 

■  37 

0680  . 

Insertion  of  Patient  Activated  Event  Recorders  . 

73 

36 

make  additional  payments  to  hospitals 
for  current  orphan  drugs,  as  designated 
under  section  526  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (Pub.  L.  107- 
186);  current  drugs  and  biological  agents 
and  brachytherapy  sources  used  for  the 
treatment  of  cancer;  and  current 
radiopharmaceutical  drugs  and 
biological  products.  For  those  drugs  and 
biological  agents  referred  to  as 
“current,”  the  transitional  pass-through 
payment  began  on  the  first  date  the 
hospital  OPPS  was  implemented. 

Trcmsitional  pass-through  payments 
also  are  provided  for  certain  “new” 
drugs  and  biological  agents  that  were 
not  being  paid  for  as  an  HOPD  service 
as  of  December  31, 1996,  and  whose 
cost  is  “not  insignificant”  in  relation  to 
the  OPPS  payments  for  the  procedures 
or  services  associated  with  the  new  drug 
or  biological.  For  pass-through  payment 
purposes,  radiopharmaceuticals  are 
included  as  “drugs.”  Under  the  statute, 
transitional  pass-through  payments  for  a 
drug  or  biological  described  in  section 
1833(t)(6)(C){i)(II)  of  the  Act  can  be 
made  for  at  least  2  years  but  not  more 
than  3  years  after  the  product’s  first 
payment  as  a  hospital  outpatient  service 
under  Part  B.  The  pass-through  payment 
eligibility  period  is  discussed  in  detail 
in  section  V.A.5.  of  this  proposed  rule. 
Proposed  CY  2010  pass-through  drugs 
and  biologicals  and  their  designated 
APCs  are  assigned  status  indicator  “G” 


Table  20— Proposed  Devices  to 
Which  the  No  Cost/Full  Credit 
AND  Partial  Credit  Device  Ad¬ 
justment  Policy  Would  Apply 


CY  2009  de¬ 
vice  HCPCS  CY  2009  short  descriptor 
code 

Cl  721  .  AlCD,  dual  chamber. 

Cl 722  .  AlCD,  single  chamber. 

Cl  728  .  Cath,  brachytx  seed  adm. 

Cl 764  .  Event  recorder,  cardiac. 

Cl  767  .  Generator,  neurostim,  imp. 

Cl  771  .  Rep  dev,  urinary,  w/sling. 

Cl  772  .  Infusion  pump,  programmable. 

Cl  776  .  Joint  device  (implantable). 

C1777  .  Lead,  AlCD,  endo  single  coil. 

Cl  778  .  Lead,  neurostimulator. 

Cl 779  .  Lead,  pmkr,  transvenous  VDD. 

Cl 785  .  Pmkr,  dual,  rate-resp. 

Cl  786  .  Pmkr,  single,  rate-resp. 

Cl 789  .  Prosthesis,  breast,  imp. 

Cl  81 3  .  Prosthesis,  penile,  inflatab. 

Cl 81 5  .  Pros,  urinary  sph,  imp. 

Cl 820  .  Generator,  neuro  rechg  bat 

sys. 

Cl  881  .  Dialysis  access  system. 

Cl  882  .  AlCD,  other  than  sing/dual. 

Cl  891  .  Infusion  pump,  non-prog, 

perm. 

Cl 895  .  Lead,  AlCD,  endo  dual  coil. 

C1896  .  Lead,  AlCD,  non  sing/dual. 

Cl  897  .  Lead,  neurostim,  test  kit. 

Cl  898  .  Lead,  pmkr,  other  than  trans. 

Cl 899  .  Lead,  pmkr/AICD  combination. 

Cl  900  .  Lead  coronary  venous. 

C2619  .  Pmkr,  dual,  non  rate-resp. 

C2620  .  Pmkr,  single,  non  rate-resp. 

C2621  .  Pmkr,  other  than  sing/dual. 

C2622  . 1  Prosthesis,  penile,  non-inf. 


Table  20— Proposed  Devices  to 
Which  the  No  Cost/Full  Credit 
AND  Partial  Credit  Device  Ad¬ 
justment  Policy  Would  Apply— 
Continued 


CY  2009  de¬ 
vice  HCPCS  CY  2009  short  descriptor 
code 

C2626  .  Infusion  pump,  non-prog, 

temp. 

C2631  .  Rep  dev,  urinary,  w/o  sling. 

L8600  .  Implant  breast  silicone/eq. 

L8614 .  Cochlear  device/system. 

L8685  .  Impit  nrostm  pis  gen  sng  rec. 

L8686  .  Impit  nrostm  pis  gen  sng  non. 

L8687  .  Impit  nrostm  pis  gen  dua  rec. 

L8688  .  Impit  nrostm  pis  gen  dua  non. 

L8690  .  Aud  osseo  dev,  int/ext  comp. 


V.  Proposed  OPPS  Payment  Changes  for 
Drugs,  Biologicals,  and 
Radiopharmaceuticals 

A.  Proposed  OPPS  Transitional  Pass- 
Through  Payment  for  Additional  Costs 
of  Drugs,  Biologicals,  and 
Radiopharmaceuticals 

1.  Background 

Section  1833(t)(6)  of  the  Act  provides 
for  temporary  additional  payments  or 
“transitional  pass-through  payments”  . 
for  certain  drugs  and  biological  agents. 
As  enacted  by  the  Medicare,  Medicaid, 
and  SCHIP  Balanced  Budget  Refinement 
Act  (BBRA)  of  1999  (Pub.  L.  106-113), 
this  provision  requires  the  Secretary  to 
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as  indicated  in  Addenda  A  and  B  to  this 
proposed  rule. 

Section  1833(t){6)(D)(i)  of  the  Act 
specifies  that  the  pass-through  pa5nnent 
amount,  in  the  case  of  a  drug  or 
biological,  is  the  amount  by  which  the 
amount  determined  under  section 
1842(o)  of  the  Act  (or,  if  the  drug  or 
biological  is  covered  under  a 
competitive  acquisition  contract  under 
section  1847B  of  the  Act,  an  amount 
determined  by  the  Secretary  to  be  equal 
to  the  average  price  for  the  drug  or 
biological  for  all  competitive  acquisition 
areas  and  the  year  established  under 
such  section  as  calculated  and  adjusted 
by  the  Secretary)  for  the  drug  or 
biological  exceeds  the  portion  of  the 
otherwise  applicable  Medicare  OPD  fee 
schedule  that  the  Secretary  determines 
is  associated  with  the  drug  or  biological. 
This  methodology  for  determining  the 
pass-through  payment  amount  is  set 
forth  in  §  419.64  of  the  regulations, 
which  specifies  that  the  pass-through 
payment  equals  the  amount  determined 
under  section  1842{o)  of  the  Act  minus 
the  portion  of  the  APC  payment  that 
CMS  determines  is  associated  with  the 
drug  or  biological.  Section  1847A  of  the 
Act  establishes  the  use  of  the  average 
sales  price  (ASP)  methodology  as  the 
basis  for  payment  for  drugs  and 
biologicals  described  in  section 
1842(o)(l)(C)  of  the  Act  that  are 
furnished  on  or  after  January  1,  2005. 
The  ASP  methodology,  as  applied  under 
the  OPPS,  uses  several  sources  of  data 
as  a  basis  for  payment,  including  the 
ASP,  wholesale  acquisition  cost  (WAC), 
and  average  wholesale  price  (AWP).  In 
this  proposed  rule,  the  term  “ASP 
methodology”  and  “ASP-based”  are 
inclusive  of  all  data  sources  and 
methodologies  described  therein. 
Additional  information  on  the  ASP 
methodology  can  be  found  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice. 

As  noted  above,  section 
1833{t)(6)(D)(i)  of  the  Act  also  states  that 
if  a  drug  or  biological  is  covered  under 
a  competitive  acquisition  contract  under 
section  1847B  of  the  Act,  the  payment 
rate  is  equal  to  the  average  price  for  the 
drug  or  biological  for  all  competitive 
acquisition  areas  and  the  year 
established  as  calculated  and  adjusted 
by  the  Secretary.  Section  1847B  of  the 


Act  establishes  the  payment 
methodology  for  Medicare  Part  B  drugs 
and  biologicals  under  the  competitive 
acquisition  program  (CAP).  The  Part  B 
drug  CAP  was  implemented  on  July  1, 
2006,  and  included  approximately  190 
of  the  most  common  Part  B  drugs 
provided  in  the  physician’s  office 
setting.  As  we  noted  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68633),  the  Part  B  drug 
CAP  progreun  was  suspended  beginning 
in  CY  2009  (Medicare  Learning  Network 
(MLN)  Matters  Special  Edition  0833, 
available  via  the  Web  site:  http:// 
www.medicare.gov).  Therefore,  there  is 
no  effective  Part  B  drug  CAP  rate  for 
pass-through  drugs  and  biologicals  as  of 
January  1,  2009.  As  we  noted  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68633),  if  the 
program  is  reinstituted  during  CY  2010 
and  Part  B  drug  CAP  rates  become 
available,  we  would  again  use  the  Part 
B  drug  CAP  rate  for  pass-through  drugs 
and  biologicals  if  they  are  a  part  of  the 
Part  B  drug  CAP  program.  Otherwise, 
we  would  continue  to  use  the  rate  that 
would  be  paid  in  the  physician’s  office 
setting  for  drugs  and  biologicals  with 
pass-tlxrough  status.  We  note  that  the 
June  2009  CY  2010  MPFS  proposed  rule 
(CMS-1413-P:  Medicare  Program; 
Payment  Policies  under  the  Physician 
Fee  Schedule  and  Other  Revisions  to 
Part  B  for  CY  2010)  includes  proposed 
changes  to  the  operation  of  the  Part  B 
drug  CAP  program,  including  a  proposal 
to  change  the  frequency  of  CAP  drug 
pricing  updates. 

For  CYs  2005,  2006,  and  2007,  we 
estimated  the  OPPS  pass-through 
payment  amount  for  drugs  and 
biologicals  to  be  zero  based  on  our 
interpretation  that  the  “otherwise 
applicable  Medicare  OPD  fee  schedule” 
amount  was  equivalent  to  the  amount  to 
be  paid  for  pass-through  drugs  and 
biologicals  under  section  1842(o)  of  the 
Act  (or  section  1847B  of  the  Act,  if  the 
drug  or  biological  is  covered  under  a 
competitive  acquisition  contract).  We 
concluded  for  those  years  that  the 
resulting  difference  between  these  two 
rates  would  be  zero.  For  CYs  2008  and 
2009,  we  estimated  the  OPPS  pass¬ 
through  payment  amount  for  drugs  and 
biologicals  to  be  $6.6  million  and  $23.3 


million,  respectively.  Our  proposed 
OPPS  pass-through  payment  estimate 
for  drugs  and  biologicals  in  CY  2010  is 
$28  million,  which  is  discussed  in 
section  VLB.  of  this  proposed  rule. 

The  pass-through  application  and 
review  process  for  drugs  and  biologicals 
is  explained  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 

04  _passthrough  _payment.asp. 

2.  Proposed  Drugs  and  Biologicals  With 
Expiring  Pass-Through  Status  in  CY 
2009 

We  are  proposing  that  the  pass¬ 
through  status  of  6  drugs  and  biologicals 
would  expire  on  December  31,  2009,  as 
listed  in  'Table  21  below.  All  of  these 
drugs  and  biologicals  will  have  received 
OPPS  pass-through  payment  for  at  least 
2  years  and  no  more  than  3  years  by 
December  31,  2009.  These  items  were 
approved  for  pass-through  status  on  or 
before  January  1,  2008.  With  the 
exception  of  those  groups  of  drugs  and 
biologicals  that  are  always  packaged 
when  they  do  not  have  pass-through 
status,  specifically  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals,  our 
standard  methodology  for  providing 
payment  for  drugs  and  biologicals  with 
expiring  pass-through  status  in  an 
upcoming  calendar  year  is  to  determine 
the  product’s  estimated  per  day  cost  and 
compare  it  with  the  OPPS  drug 
packaging  threshold  for  that  calendar 
year  (which  is  proposed  at  $65  for  CY 
2010),  as  discussed  further  in  section 
V.B.2.  of  this  proposed  rule.  If  the  drug’s 
or  biological’s  estimated  per  day  cost  is 
less  than  or  equal  to  the  applicable 
OPPS  drug  packaging  threshold,  we 
would  package  payment  for  the  drug  or 
biological  into  the  payment  for  the 
associated  procedure  in  the  upcoming 
calendar  year.  If  the  estimated  per  day 
cost  is  greater  than  the  OPPS  drug 
packaging  threshold,  we  would  provide 
separate  payment  at  the  applicable 
relative  ASP-based  payment  amount 
"(which  is  proposed  at  ASP-i-4  percent  for 
CY  2010).  Section  V.B.2.d.  of  this 
proposed  rule  discusses  the  packaging 
of  all  nonpass-through  contrast  agents, 
diagnostic  radiopharmaceuticals,  and 
implantable  biologicals. 


Table  21— Proposed  Drugs  and  Biologicals  for  Which  Pass-Through  Status  Would  Expire  December  31, 

2009 


CY  2009  HCPCS  code 

CY  2009  short  descriptor 

Proposed  CY  2010  SI 

Proposed 

CY2010 

APC 

nQ-Vui 

N . 

N/A 

C9355  . 

Neuromatrix  nerve  cuff,  cm  . ;. 

N . 

N/A 

J1300  . 

Eculizumab  injection  . 

K . 

9236 
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3.  Proposed  Drugs,  Biologicals,  and  believe  it  is  consistent  with  the  statute  2010  becomes  covered  under  the  Part  B 

Radiopharmaceuticals  With  New  or  to  continue  to  provide  payment  for  drug  CAP,  we  are  proposing  to  provide 

Continuing  Pass-Through  Status  in  CY  drugs  and  hiologicals  with  pass-through  pass-through  payment  at  the  Part  B  drug 

2010  status  at  a  rate  of  ASP+6  percent  in  CY  CAP  rate  and  to  make  the  appropriate 

We  are  proposing  to  continue  pass-  2010,  the  amount  that  drugs  and  adjustments  to  the  payment  rates  for 

through  status  in  CY  2010  for  31  drugs  biologicals  receive  under  section  these  drugs  and  biologicals  on  a 

and  biologicals.  None  of  these  products  1842(o)  of  the  Act.  Thus,  for  CY  2010,  quarterly  basis  as  appropriate, 

will  have  received  OPPS  pass-through  proposing  to  pay  for  pass-  In  CY  2010,  consistent  with  our  CY 

payment  for  at  least  2  years  and  no  more  through  drugs  and  hiologicals  at  ASP+6  2009  policy  for  diagnostic 

than  3  years  by  December  31,  2009.  percent,  equivalent  to  the  rate  these  radiopharmaceuticals,  we  are  proposing 

These  items,  which  were  approved  for  drugs  and  biologicals  would  receive  in  to  provide  payment  for  both  diagnostic 

pass-through  status  between  April  1,  th®  physician’s  office  setting  in  CY  and  therapeutic  radiopharmaceuticals 

2008  and  July  1,  2009,  are  listed  in  2010.  The  difference  between  ASP+4  that  are  granted  pass-trough  status 

Table  22  below.  The  APCs  and  HCPCS  percent  that  we  are  proposing  to  pay  for  based  on  the  ASP  methodology.  As 

codes  for  these  drugs  and  biologicals  are  nonpass-through  separately  payable  stated  above,  for  purposes  of  pass- 

assigned  status  indicator  “G”  in  drugs  under  the  CY  2010  OPPS  and  through  payment,  we  consider 

Addenda  A  and  B  to  this  proposed  rule.  ASP+6  percent,  therefore,  would  be  the  radiopharmaceuticals  to  be  drugs  under 

Section  1833(t)(6)(D)(i)  of  the  Act  sets  CY  2010  pass-through  payment  amount  the  OPPS  and,  therefore,  if  a  diagnostic 

the  amount  of  pass-through  payment  for  for  these  drugs  and  biologicals.  In  the  or  therapeutic  radiopharmaceutical 

pass-through  drugs  and  biologicals  (the  case  of  pass-through  contrast  agents,  receives  pass-through  status  during  CY 

pass-through  payment  amount)  as  the  diagnostic  radiopharmaceuticals,  and  2010,  we  are  proposing  to  follow  the 

difference  between  the  amount  implantable  biologicals,  their  pass-  stemdard  ASP  methodology  to  determine 

authorized  under  sectioji  1842(o)  of  the  through  payment  amount  would  be  its  pass-through  payment  rate  under  the 

Act  (or,  if  the  drug  or  biological  is'  equal  to  ASP+6  percent  because,  if  not  OPPS.  If  ASP  information  is  available, 

covered  under  a  CAP  under  section  on  pass-through  status,  payment  for  the  payment  rate  would  be ‘equivalent  to 

1847B  of  the  Act,  an  amount  determined  these  products  would  be  packaged  into  the  payment  rate  that  drugs  receive 

by  the  Secretary  equal  to  the  average  the  associated  procedures.  under  section  1842{o)  of  the  Act,  that  is, 

price  for  the  drug  or  biological  for  all  In  addition,  we  are  proposing  to  ASP+6  percent.  If  ASP  data  are  not 

competitive  acquisition  areas  and  the  update  pass-through  payment  rates  on  a  available  for  a  radiopharmaceutical,  we 

year  established  under  such  section  as  quarterly  basis  on  the  CMS  Web  site  are  proposing  to  provide  pass-through 

calculated  and  adjusted  by  the  during  CY  20J0  if  later  qucirter  ASP  payment  at  WAC+6  percent,  the 

Secretary)  and  the  portion  of  the  submissions  (or  more  recent  WAC  or  equivalent  payment  provided  to 

otherwise  applicable  OPD  fee  schedule  AWP  information,  as  applicable)  nonradiopharmaceutical  pass-through 

that  the  Secretary  determines  is  indicate  that  adjustments  to  the  drugs  and  biologicals  without  ASP 

associated  with  the  drug  or  biological.  payment  rates  for  these  pass-through  information.  If  WAC  information  is  also 

Payment  for  drugs  and  biologicals  with  drugs  or  biologicals  are  necessary.  If  the  not  available,  we  are  proposing  to 

pass-through  status  under  the  OPPS  is  Part  B  drug  CAP  is  reinstated  during  CY  provide  payment  for  the  pass-through 

currently  made  at  the  physician’s  office  2010,  and  a  drug  or  biological  that  has  radiopharmaceutical  at  95  percent  of  its 

payment  rate  of  ASP+6  percent.  We  been  granted  pass-through  status  for  CY  most  recent  AWP. 

Table  22— Proposed  Drugs  and  Biologicals  With  Pass-Through  Status  in  CY  2010 


! 

CY  2009  HCPCS  code 

CY  2009  short  descriptor 

Proposed 
CY  2010  SI 

Proposed 

CY2010 

APC 

C9245  . 

Injection,  romiplostim . 

G 

9245 

C9246  . 

Inj,  gadoxetate  disodium  . 

G 

9246 

C9247  . . 

Inj,  iobenguane,  1-123,  dx . t . 

G 

9247 

C9248  . 

Inj,  clevidipine  butyrate . 

G 

9248 

C9249  . 

Inj,  certolizumab  pegol  . . . 

G 

9249 

C9250  . 

Artiss  fibrin  sealant . 

G 

9250 

C9251  . 

Inj,  Cl  esterase  inhibitor  . 

G 

9251 

C9252  . 

Injection,  plerixafor  . 

G 

9252 

C9253  . 

Injection,  temozolomide . . 

G 

9253 

C9356  . 

TendoGlide  Tendon  Prot,  cm2 . . 

G 

9356 

C9358  . 

SurgiMend,  fetal  . 

G 

9358 

C9359  . 

Impint,  bon  void  filler-putty  . . . . . 

G 

9359 

Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules  35311 


Table  22— Proposed  Drugs  and  Biologicals  With  Pass-Through  Status  in  CY  2010— Continued 


CY  2009  HCPCS  code 

CY  2009  short  descriptor 

Proposed 
CY  2010  SI 

Proposed 
CY  2010 
APC 

C9360  . 

SurgiMend,  neonatal  . 

G 

9360 

C9361  . 

NeuraMend  nerve  wrap . 

G 

C9362  . . 

Impint,  bon  void  filler-strip  . 

G 

9362 

C9363  . 

Integra  Meshed  Bil  Wound  Mat . 

G 

9363 

C9364  . 

Porcine  implant,  Permacol  . 

G 

9364 

J0641  . 

Levoleucovorin  injection  . 

G 

1236 

J1267  . 

Doripenem  injection . 

G 

9941 

J1453  . 

Fosaprepitant  injection  . ^ . 

G 

9949 

J1459  . 

Inj  IVIG  privigen  500  mg  . 

G 

1914 

J1571  . . . 

Hepagam  b  im  injection . 

G 

0946 

J1573  . 

Hepagam  b  intravenous,  inj  . . . 

G 

1136 

J1953  . 

Levetiracetam  injection . 

G 

•  9938 

J2785  . 

Injection,  regadenoson  . . . 

G 

9944 

J8705  . 

Topotecan  oral  . 

G 

1238 

J9033  . 

Bendamustine  injection  . . . 

G 

9943 

J9207  . ; . 

Jxabepilone  injection . 

G 

9940 

J9225  . 

Vantas  implant . . 

G 

1711 

J9226  . 

Supprelin  LA  implant  . 

G 

1142 

Q4114  . 

Flowable  Wound  Matrix,  1  cc . 

G 

1251 

As  discussed  in  more  detail  in  section 
V.B.2.d.  of  this  proposed  rule,  over  the 
last  2  years,  we  implemented  a  policy 
whereby  payment  for  all  nonpass¬ 
through  diagnostic 

radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  is  packaged 
into  payment  for  the  associated 
procedure,  and  we  are  proposing  to 
continue  the  packaging  of  these  items, 
regardless  of  their  per-day  cost,  in  CY 
2010.  As  stated  earlier,  pass-through 
payment  is  the  difference  between  the 
amount  authorized  under  section 
1842(o)  of  the  Act  (or,  if  the  drug  or 
biological  is  covered  under  a  CAP  under 
seqtion  1847B  of  the  Act,  an  amount 
determined  by  the  Secretary  equal  to  the 
average  price  for  the  drug  or  biological 
for  all  competitive  acquisition  areas  and 
the  year  established  under  such  section 
as  calculated  and  adjusted  by  the 
Secretary)  and  the  portion  of  the 
otherwise  applicable  OPD  fee  schedule 
that  the  Secretary  determines  is 
associated  with  the  drug  or  biological. 
Because  payment  for  a  drug  that  is 
either  a  diagnostic  radiopharmaceutical 
or  a  contrast  agent  (identified  as  a 
“policy-packaged”  drug,  first  described 
in  the  CY  2009  OPPS/ASC  final  rule 
with  conunent  period  (73  FR  68639))  or 
for  an  implantable  biological  (which  we 
are  proposing  to  consider  to  be  a  device 
for  all  payment  purposes  beginning  in 
CY2010  as  discussed  in  sections  V.A.4. 
and  V.B.2.d.  of  this  proposed  rule) 

■  would  otherwise  be  packaged  if  the 
product  did  not  have  pass-through 
status,  we  believe  the  otherwise 
applicable  OPPS  payment  amount 
would  be  equal  to  the  “policy- 
packaged”  drug  or  the  device  APC  offset 


amount  for  the  associated  clinical  APC 
in  which  the  drug  or  biological  is 
utilized.  The  calculation  of  the  “policy- 
packaged”  drug  and  the  device  APC 
offset  amounts  cire  described  in  more 
detail  in  sections  V.A.6.b.  and  IV.A.2.  of 
this  proposed  rule,  respectively.  It 
follows  that  the  copayment  for  the 
nonpass-through  payment  portion  (the 
otherwise  applicable  fee  schedule 
amount  that  we  would  also  offset  from 
payment  for  the  drug  or  biological  if  a 
payment  offset  applies)  of  the  total 
OPPS  payment  for  this  subset  of  drugs 
and  biologicals  would,  therefore,  be 
accounted  for  in  the  copayment  for  the 
associated  clinical  APC  in  which  the 
drug  or  biological  is  used.  According  to 
section  1833(t)(8)(E)  of  the  Act,  the 
amount  of  copayment  associated  with 
pass-through  items  is  equal  to  the 
amount  of  copayment  that  would  be 
applicable  if  the  pass-through 
adjustment  was  not  applied.  Therefore, 
beginning  in  CY  2010,  we  are  proposing 
to  set  the  associated  copayment  amount 
for  pass-through  diagnostic 
radiopharmaceuticals,  contrast  agents, 
cmd  implantable  biologicals  that  would 
otherwise  be  packaged  if  the  item  did 
not  have  pass-through  status  to  zero. 

The  sepcirate  OPPS  payment  to  a 
hospital  for  the  pass-through  diagnostic 
radiopharmaceutical,  contrast  agent,  or 
implantable  biological,  after  taking  into 
account  any  applicable  payment  offset 
for  the  item  due  to  the  device  or 
“policy-packaged”  APC  offset  policy,  is 
the  item’s  pass-through  payment,  which 
is  not  subject  to  a  copayment  according 
to  the  statute.  Therefore,  we  are  not 
publishing  a  copayment  amoimt  for 


these  items  in  Addendum  A  and  B  to 
this  proposed  rule. 

4.  Pass-Through  Payment  for 
Implantable  Biologicals 

a.  Background 

Section  1833(t)(6)(A)(iv)  of  the  Act 
authorizes  tremsitional  pass-through 
payments  for  new  medical  devices, 
drugs,  and  biologicals,  for  those  items 
where  payment  was  not  being  made  as 
a  hospital  outpatient  service  under  Part 
B  as  of  December  31, 1996,  and  whose 
cost  is  not  insignificant  in  relation  to  the 
OPD  fee  schedule  amount  payable  for 
the  service  (or  group  of  services) 
involved.  These  pass-through  payments 
are  in  addition  to  the  usual  APC 
payments  for  services  in  which  the 
product  is  used.  Coding  and  payment 
for  drugs  and  biologicals  with  pass- 
through  status  are  generally  provided  on 
a  product-specific  basis,  while  coding 
and  payment  for  devices  with  pass¬ 
through  status  are  provided  for 
categories  of  devices  that  may  describe 
numerous  products.  The  Act  specifies 
that  the  duration  of  transitional  pass¬ 
through  payments  for  devices  must  be 
no  less  than  2  and  no  more  than  3  years 
from  the  first  date  on  which  payment  is 
made  for  any  medical  device  that  is 
described  by  the  category.  For  drugs  and 
biologicals,  as  further  discussed  in 
section  V.A.5.  of  this  proposed  rule, 
generally  beginning  in  CY  2010  we  are 
specifying,  consistent  with  the  statute, 
that  the  pass-through  payment 
eligibility  period  for  drugs  and 
biologic^s  is  no  less  than  2  and  no  more 
than  3  years  from  the  first  date  on  which 
payment  is  made  for  the  drug  or 
biological  under  Part  B  as  an  outpatient 
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hospital  service.  Therefore,  we  utilize 
separate  pass-through  application  and 
evaluation  processes  and  criteria  for 
drugs  and  biologicals  and  device 
categories  because  the  statutory 
provisions  are  not  the  same  for  all  items 
that  may  receive  pass-through  payment. 
These  processes  and  the  applicable 
evaluation  criteria  are  available  on  the 
CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 

04  _passthrough  _payment.asp#TopOf 
Page.  The  regulations  that  govern  pass¬ 
through  payment  for  drugs  and 
biologicals  are  found  in  §  419.64  and 
those  applicable  to  pass-through  device 
categories  are  found  in  §  419.66. 

Section  1833(t)(6){D){i)  of  the  Act 
specifies  that  the  pass-through  payment 
amount,  in  the  case  of  a  drug  or 
biological,  is  the  amount  by  which  the 
amount  determined  under  section 
1842(o)  of  the  Act  (or,  if  the  drug  or 
biological  is  covered  under  a 
competitive  acquisition  contract  under 
section  1847B  of  the  Act,  an  amount 
determined  by  the  Secretary  equal  to  the 
average  price  for  the  drug  or  biological 
for  all  competitive  acquisition  areas  and 
the  year  established  under  such  section 
as  calculated  and  adjusted  by  the 
Secretary)  for  the  drug  or  biological 
exceeds  the  portion  of  the  otherwise 
applicable  Medicare  OPD  fee  schedule 
that  the  Secretary  determines  is 
associated  with  the  drug  or  biological. 

For  the  drugs  and  biologicals  that  would 
have  otherwise  been  paid  under  the  Part 
B  drug  CAP,  because  the  Part  B  drug 
CAP  has  been  suspended  beginning 
January  1,  2009,  pass-through  payment 
for  these  drugs  and  biologicals  is 
currently  made  at  the  physician’s  office 
payment  rate  of  ASP-t-6  percent.  In  the 
case  of  diagnostic  radiopharmaceuticals, 
where  all  products  without  pass¬ 
through  status  are  packaged  into 
payment  for  nuclear  medicine 
procedures,  the  pass-through  payment  is 
reduced  by  an  amount  that  reflects  the 
diagnostic  radiopharmaceutical  portion 
of  the  APC  payment  amount  for  the 
associated  nuclear  medicine  procedure 
(the  “policy-packaged”  drug  APC  offset) 
that  we  determine  is  associated  with  the 
cost  of  predecessor  diagnostic 
radiopharmaceuticals.  We  are  proposing 
a  similar  payment  offset  policy  for 
contrast  agents  beginning  in  CY  2010,  as 
discussed  in  section  V.A.6.  of  this 
proposed  rule.  Pass-through  payment 
for  a  category  of  devices  is  made  at  the 
hospital’s  charge  for  the  device  adjusted 
to  cost  by  application  of  the  hospital’s 
CCR.  If  applicable,  the  device  payment 
is  reduced  by  an  amount  that  reflects 
the  portion  of  the  APC  payment  amount  • 


for  the  associated  surgical  procedure 
that  we  determine  is  associated  with  the 
cost  of  the  device,  called  the  device  APC 
offset  and  discussed  further  in  section 
IV.A.2.  of  this  proposed  rule. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68633 
through  68636),  we  finalized  a  policy  to 
package  payment  for  implantable 
biologicals  without  pass-through  status 
that  are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  into  payment  for  the  associated 
surgical  procedure.  Prior  to  our 
implementation  of  this  policy  for 
nonpass-through  implantable 
biologicals,  we  adopted  in  the  CY  2003 
OPPS  final  rule  with  comment  period 
(67  FR  66763)  the  current  OPPS  policy 
that  packages  payment  for  an 
implantable  device  into  the  associated 
surgical  procedures  when  its  pass¬ 
through  payment  period  ends  because 
payment  for  all  implantable  devices 
without  pass-through  status  under  the 
OPPS  is  packaged.  We  consider 
nonpass-through  implantable  devices  to 
be  integral  and  supportive  items  for 
which  packaged  payment  is  most 
appropriate.  As  we  stated  in  the  CY2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68634),  we  believe  this 
policy  to  package  payment  for 
implantable  devices  that  are  integral  to 
the  performance  of  procedures  paid 
separately  through  an  APC  payment 
should  also  apply  to  payment  for 
implantable  biologicals  without  pass¬ 
through  status,  when  those  biologicals 
function  as  implantable  devices. 
Implantable  biologicals  may  be  used  in 
place  of  other  implantable  nonbiological 
devices  whose  costs  are  already 
accounted  for  in  the  associated 
procedural  APC  payments  for  surgical 
procedures.  We  reasoned  that  if  we  were 
to  provide  separate  payment  for 
nonpass-through  implantable 
biologicals,  we  would  potentially  be 
providing  duplicate  device  payment, 
both  through  the  packaged 
nonbiological  device  cost  included  in 
the  surgical  procedure’s  payment  and 
the  separate  biological  payment. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68634),  we 
stated  our  belief  that  the  three 
implantable  biologicals  with  expiring 
pass-through  status  for  CY  2009  differ 
from  other  biologicals  paid  under  the 
OPPS  in  that  they  specifically  always 
function  as  surgically  implanted 
devices.  We  noted  that  both  implantable 
nonbiological  devices  under  the  OPPS 
and  the  three  biologicals  with  expiring 
pass-through  status  in  CY  2009  eu-e 
surgically  inserted  or  implanted 
(including  through  a  surgical  incision  or 
a  natural  orifice).  These  three 


biologicals  are  approved  by  the  FDA  as 
devices,  and  they  are  solely  surgically 
implanted  according  to  their  FDA- 
approved  indications.  Furthermore,  in 
some  cases,  these  implantable 
biologicals  can  substitute  for 
implantable  nonbiological  devices  (such 
as  for  synthetic  nerve  conduits  or 
synthetic  mesh  used  in  tendon  repair). 

For  other  nonpass-through  biologicals 
paid  under  the  OPPS  that  may 
sometimes  be  used  as  implantable 
devices,  we  have  instructed  hospitals, 
beginning  via  Transmittal  1336,  Change 
Request  5718,  dated  September  14, 

2007,  to  not  separately  bill  the  HCPCS 
codes  for  the  products  when  using  these 
items  as  implantable  devices  (including 
as  a  scaffold  or  an  alternative  to  human 
or  nonhuman  connective  tissue  or  mesh 
used  in  a  graft)  during  surgical 
procedures.  In  such  cases,  we  consider 
payment  for  the  biological  used  as  an 
implantable  device  in  a  specific  clinical 
case  to  be  included  in  payment  for  the 
surgical  procedure.  We  stated  that 
hospitals  may  include  the  charge  for  the 
biological  in  their  charge  for  the 
procedure,  report  the  charge  on  an 
uncoded  revenue  center  line,  or  report 
the  charge  under  a  device  HCPCS  code, 
if  one  exists,  so  that  the  biological  costs 
may  be  considered  in  future  ratesetting 
for  the  associated  surgical  procedures. 

Several  commenters  to  the  CY  2009 
OPPS/ASC  proposed  rule  supported 
CMS’  proposal  to  package  payment  for 
implantable  biologicals  without  pass¬ 
through  status  into  payment  for  the 
associated  surgical  procedure  (73  FR 
68635).  One  commenter  also 
recommended  that  CMS  treat  biologicals 
that  are  always  surgically  implanted  or 
inserted  and  have  FDA  device  approval, 
as  devices  for  purposes  of  pass-through 
payment,  rather  than  as  drugs.  The 
commenter  observed  that  this  would 
allow  all  implantable  devices,  biological 
and  otherwise,  to  be  subject  to  a  single 
pass-through  payment  policy.  The 
commenter  concluded  that  this  policy 
change  would  provide  consistency  in 
billing  and  payment  for  these  products 
functioning  as  implantable  devices 
during  their  pass-through  payment 
period,  as  well  as  after  the  expiration  of 
pass-through  status. 

We  finalized  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68635)  our  proposal  to  package 
payment  for  any  nonpass-through 
biological  that  is  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  into  the  payment  for 
the  associated  surgical  procedure,  just 
as  we  package  payment  for  all  nonpass¬ 
through,  implantable,  nonbiological 
devices.  As  a  result  of  this  final  policy, 
the  three  implantable  biologicals  with 
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expiring  pass-through  status  in  CY  2009 
were  packaged  and  assigned  status 
indicator  “N”  as  of  January  1,  2009.  In 
addition,  any  new  biologicals  without 
pass-through  status  that  are  surgically 
inserted  or  implanted  (through  a 
surgical  incision  or  a  natural  orifice)  are 
also  packaged  beginning  in  CY  2009. 
Hospitals  continue  to  report  the  HCPCS 
codes  that  describe  biologicals  that  are 
always  used  as  implantable  devices  on 
their  claims,  and  we  package  the  costs  - 
of  those  biologicals  into  the  associated 
procedxires,  according  to  the  standard 
OPPS  ratesetting  methodology  that  is 
described  in  section  II.A.2.  of  this 
proposed  rule.  Moreover,  for  nonpass¬ 
through  biologicals  that  may  sometimes 
be  used  as  implantable  devices,  we 
continue  to  instruct  hospitals  to  not  bill 
separately  for  the  HCPCS  codes  for  the 
products  when  used  as  implantable 
devices.  This  reporting  ensures  that  the 
costs  of  these  products  that  may  be,  but 
are  not  always,  used  as  implanted 
biologicals  are  appropriately  packaged 
into  payment  for  the  associated 
implantation  procedures  when  the 
products  are  used  as  implantable 
devices. 

b.  Proposed  Policy  for  CY  2010 

Some  implantable  biologicals  are 
described  by  device  category  codes  for 
expired  pass-through  categories, 
including  HCPCS  code  Cl  781  (Mesh 
(implantable)),  HCPCS  code  Cl 762 
(Connective  tissue,  human),  and  HCPCS 
code  Cl  763  (Connective  tissue,  non¬ 
human).  All  implantables  described  by 
the  latter  two  categories  are  biologicals, 
while  HCPCS  code  Cl  781  describes 
both  implantable  biological  and 
nonbiological  devices.  Historically, 
these  category  codes  included  biological 
products  that  we  approved  for  pass¬ 
through  payment  under  the  device  pass¬ 
through  process,  initially  when  we  paid 
for  pass-through  devices  on  a  brand- 
specific  basis  from  CY  2000  through 
March  31,  2001,  and  later  through  the 
device  categories  described  by  HCPCS 
codes  Cl 781,  Cl  762,  and  Cl 763  which 
were  developed  effective  April  1,  2001. 

We  believe  that  it  is  most  appropriate 
for  a  product  to  be  eligible  for  a  single 
period  of  OPPS  pass-through  payment, 
rather  them  a  period  of  device  pass¬ 
through  payment  and  a  period  of  drug 
or  biological  pass-through  payment.  The 
limited  timeframe  for  transitional  pass¬ 
through  payment  ensures  that  new 
devices,  drugs,  and  biologicals  may 
receive  special  payment  consideration 
under  the  OPPS  for  the  first  few  years 
after  their  initial  use,  in  order  to  allow 
sufficient  time  for  their  cost  information 
to  be  reflected  in  hospital  claims  data 
and,  therefore,  to  be  available  for  OPPS 


ratesetting.  After  the  pass-through 
payment  period  ends,  like  other  existing 
services,  we  have  cost  information 
regarding  these  new  products  provided 
to  us  by  hospitals  from  claims  and  cost 
report  data.  We  then  utilize  that 
information  when  packaging  the  costs  of 
the  items  (all  devices,  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals,  and  other 
drugs  with  an  estimated  per  day  cost 
equal  to  or  less  than  the  annual  drug 
packaging  threshold)  or  paying 
sepmately  for  the  products  (drugs 
except  contrast  agents  and  diagnostic 
radiopharmaceutical^  and  edso 
nonimplantable  biologicals  with 
estimated  per  day  costs  above  the 
annual  drug  packaging  threshold). 
Further,  although  implantable 
biologicals  with  pass-through  status 
may  substitute  for  nonpass-through 
implantable  devices  whose  costs  are 
packaged  into  procedural  APC 
payments,  our  existing  APC  offset 
policies  for  the  costs  of  predecessor 
items  packaged  into  APC  payment  for 
the  associated  services  do  not  apply  to 
pass-through  payment  for  biologicals. 

We  note  that  the  APC  offset  amount  that 
would  be  most  applicable  to 
implantable  biologicals,  were  we  to 
establish  such  an  offset  policy  for  them, 
would  be  the  device  APC  offset  amount, 
based  on  their  similarity  of  function  to 
the  implantable  devices  whose  costs 
have  been  included  in  establishing  the 
procedural  APC  payment,  not  the 
“policy-packaged”  or  “threshold- 
packaged”  drug  APC  offset  amounts  that 
one  would  expect  to  apply  to  pass¬ 
through  drugs  and  biologicals. 

Similarly,  when  we  currently  evaluate  a 
pass-through  implantable  biological 
application  for  the  cost  significance  of 
the  product,  our  methodology  utilizes 
the  “policy-packaged”  APC  offset 
amount  to  assess  the  candidate 
implantable  biological,  not  the  device 
APC  offset  amount  that  would  be  more 
reflective  of  the  costs  of  predecessor 
devices  related  to  the  candidate 
implantable  biological,  such  as  those  of 
device  category  HCPCS  codes  Cl  781, 
C1762,  and  Cl763. 

Many  implantable  biologicals,  such  as 
the  three  biologicals  that  expired  from 
pass-through  status  after  CY  2008,  have 
FDA  approval  as  devices.  A  number  of 
other  implantable  biologicals  with  FDA 
approval  as  devices  have  also  been 
approved  for  OPPS  pass-through 
pa5mient  over  the  past  several  years, 
based  on  their  product-specific  pass¬ 
through  applications  as  biologicals,  not 
devices.  Moreover,  outside  of  the  period 
of  pass-through  payment,  the  costs  of 
implantable  biologicals,  like  the  costs  of 


implantable  devices,  are  now  packaged 
into  the  cost  of  the  procedure  in  which 
they  are  used.  Implantable  biologicals 
may  be  used  in  place  of  other 
implantable  nonbiological  devices 
whose  costs  are  already  accounted  for  in 
the  associated  procedural  APC 
payments.  Payment  is  made  for 
nonpass-through  implantable 
biologicals,  like  for  devices,  through  the 
APC  payment  for  the  associated  surgical 
procedure. 

In  view  of  these  considerations,  we 
are  proposing  that  the  pass-through 
evaluation  process  and  pass-through 
payment  methodology  for  implantable 
biologicals  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice)  and  that  are  newly 
approved  for  pass-through  status 
beginning  on  or  after  January  1,  2010,  be 
the  device  pass-through  process  and 
payment  methodology  only.  Given  the 
shared  payment  methodologies  for 
implantable  biological  and 
nonbiological  devices  dming  their 
nonpass-through  payment  periods,  as 
well  as  their  overlapping  and  sometimes 
identical  clinical  uses  and  their  similar 
regulation  by  the  FDA  as  devices,  we 
believe  that  the  most  consistent  pass¬ 
through  payment  policy  for  these 
different  types  of  items  that  are 
surgically  inserted  or  implanted  and 
that  may  sometimes  substitute  for  one 
another  is  to  evaluate  all  such  devices, 
both  biological  and  nonbiological,  only 
under  the  device  pass-through  process. 
As  a  result,  implantable  biologicals 
would  no  longer  be  eligible  to  submit 
biological  pass-through  applications  and 
to  receive  biological  pass-through 
payment  at  ASP-(-6  percent.  While  we 
imderstand  that  implantable  biologicals 
have  characteristics  that  result  in  their 
meeting  the  definitions  of  both  devices 
and  biologicals,  we  believe  that 
biologicals  are  most  similar  to  devices 
because  of  their  required  surgical 
insertion  or  implantation  and  that  it 
would  be  appropriate  to  only  evaluate 
them  as  devices  because  they  share 
significant  clinical  similarity  with 
implantable  nonbiological  devices.  We 
refer  readers  to  the  CMS  Web  site 
specified  previously  in  this  section  to 
view  the  device  pass-through 
application  requirements  and  review 
criteria  that  would  apply  to  the 
evaluation  of  all  implantable  biologicals 
for  pass-through  status  when  their  pass¬ 
through  payment  would  begin  on  or 
after  January  1,  2010. 

However,  those  implantable 
biologicals  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  natural  orifice)  and  that  are  receiving 
pass-through  payment  as  biologicals 
prior  to  January  1,  2010,  would  continue 
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to  be  considered  pass-through 
biologicals  for  the  duration  of  their 
period  of  pass-through  payment.  These 
products  have  already  been  evaluated 
for  pass-through  status  based  on  their 
application  as  biologicals  and  have  been 
approved  for  pass-through  status  based 
on  the  established  criteria  for  biological 
pass-through  payment.  We  believe  it 
would  be  most  appropriate  for  them  to 
complete  their  2-  to  3-year  period  of 
pass-through  payment  as  biologicals  in 
accordance  with  the  pass-through 
payment  policies  that  were  applicable  at 
the  time  their  pass-through  status  was 
initially  approved. 

We  note  that,  in  conducting  our  pass¬ 
through  review  of  implantable 
biologicals  as  devices  beginning  for  CY 
2010  pass-through  payment,  we  would 
apply  the  portions  of  APC  payment 
amounts  associated  with  devices  (that 
is,  the  device  APC  offset  amounts)  to 
assess  the  cost  significance  of  the 
candidate  implantable  biologicals,  as  we 
do  for  other  devices.  The  CY  2009 
device  APC  offset  amounts  are  posted 
on  the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/ 

04 jpassthrough _payment.asp.  The 
result  of  evaluating  all  implantable 
biological  items  only  for  device  pass¬ 
through  payment  is  that  payment  for 
implantable  biologicals  eligible  for  pass¬ 
through  payment  beginning  on  or  after 
January  1,  2010,  would  be  based  on 
hospital  charges  adjusted  to  cost,  rather 
than  the  ASP  methodology  that  is 
applicable  to  pass-through  drugs  and 
biologicals.  Treating  implantable 
biologicals  as  devices  for  pass-through 
payment  evaluation  and  payment  would 
result  in  their  consistent  treatment  with 
respect  to  coding  and  payment  during 
their  pass-through  and  nonpass-through 
periods  of  payment.  This  proposed 
policy  would  allow  us  to  appropriately 
offset  the  pass-through  payment  for  an 
implantable  biological  using  the  device 
APC  offset  amounts,  which  would 
incorporate  the  costs  of  predecessor 
devices  (both  biological  and 
nonbiological)  that  are  similar  to  the 
implantable  biological  item  with  pass¬ 
through  status.  Finally,  this  proposed 
policy  would  ensure  that  each 
implantable  biological  is  eligible  for 
OPPS  pass-through  payment  for  only 
one  2-  to  3-year  time  period  (as  a  device 
only,  not  as  a  biological),  so  that  once 
OPPS.  claims  data  incorporate  cost 
information  for  the  implantable 
biological,  the  product  would  not  be 
again  eligible  for  OPPS  pass-through 
payment  in  the  future. 

Further,  because  we  are  proposing 
that  the  pass-through  evaluation  process 
for  CY  2010  pass-through  status 


approvals  and  pass-through  payment 
methodology  for  implantable  biologicals 
that  are  siurgically  inserted  or  implanted 
(through  a  smrgical  incision  or  a  natural 
orifice)  beginning  in  CY  2010  be  the 
device  pass-through  process  and 
payment  methodology  only,  we  also  are 
proposing  to  revise  our  regulations  at 
§§  419.64  and  419.66  to  conform  to  this 
new  policy.  Specifically,  we  are 
proposing  to  amend  §419.64  by  adding 
a  new  paragraph  (a)(4)(iii)  and  language 
under  a  new  paragraph  (c)(3)  to  exclude 
implantable  biologicals  firom 
consideration  for  drug  and  biological 
pass-through  payment.  Furthermore, 
proposed  new  paragraph  (a)(4)(iv)  of 
§  419.64  would  specify  the  continued 
inclusion  of  implantable  biologicals  for 
which  pass-through  payment  as  a 
biological  is  made  on  or  before 
December  31,  2009,  as  eligible  for 
biological  pass-through  payment, 
consistent  with  our  proposal  to  allow 
these  products  to  complete  their  period 
of  pass-through  payment  as  biologicals. 

Moreqver,  in  light  of  our  CY  2010 
proposal  that  implantable  biological 
applications  approved  for  pass-through 
status  beginning  on  or  after  January  1, 
2010,  would  be  considered  only  for 
device  pass-through  evaluation  and 
payment,  we  believe  it  would  also  be 
appropriate  to  clarify  the  current 
example  in  §419.66(b)(4)(iii)  of  the 
regulations  regarding  the  exclusion  of 
materials,  for  example  biological  or 
synthetic  materials,  that  may  be  used  to 
replace  human  skin  from  device  pass¬ 
through  payment  eligibility.  While,  by 
definition,  implantable  biologicals  that 
are  surgically  implanted  or  inserted 
would  not  be  biological  materials  that 
replace  human  skin,  we  are  proposing  to 
more  precisely  state  this  in  the 
regulations.  Therefore,  we  are  proposing 
to  revise  §  419.66(b)(4)  (iii),  which 
currently  states  that  a  device  is  not  a 
material  that  may  be  used  to  replace 
human  skin  and  provides  an  example  of 
such  a  material  as  “a  biological  or 
synthetic  material.”  We  are  proposing  to 
revise  §419.66(b)(4)(iii)  to  specify  that 
the  biological  materials  be  a  “biological 
skin  replacement  material”  rather  than 
a  “biological”  and  the  synthetic 
materials  be  a  “synthetic  skin 
replacement  material”  rather  than  a 
“synthetic  material”  because  we  do  not 
believe  this  example  should  refer  to 
biologicals  or  synthetic  materials  that 
are  used  for  purposes  other  than  as  a 
skin  replacement  material,  given  that 
the  regulatory  provision  in 
§  419.66(b)(4)(iii)  applies  only  to  a 
material  that  may  be  used  to  replace 
human  skin. 


5.  Definition  of  Pass-Through  Payment 
Eligibility  Period  for  New  Drugs  and 
Biologicals 

Section  1833(t)(6)  of  the  Act  provides 
for  transitional  pass-through  payments 
for  medical  devices,  drugs,  and 
biologicals.  Section  1833(t)(6)(A)  of  the 
Act  generally  describes  two  groups  of 
services — “current”  and  “new” — that 
are  eligible  for  pass-through  payments, 
depending,  in  part,  on  when  they  were 
first  paid.  One  of  the  criteria  for  “new” 
drugs  and  biologicals  to  receive  pass¬ 
through  payments  under  section 
1833(t)(6)(A)(iv)(I)  of  the  Act  is  that 
payment  for  the  item  as  an  outpatient 
hospital  service  under  Part  B  was  not 
being  made  as  of  December  31,  1996. 

For  those  “new”  drugs  and  biologicals, 
section  1833(t)(6)(C)(i)(II)  of  the  Act 
specifies  that  there  is  a  2-  to  3-year 
limitation  on  the  pass-through  period 
that  begins  on  the  first  date  on  which 
payment  is  made  under  Part  B  for  the 
drug  or  biological  as  an  outpatient 
hospital  service. 

Section  419.64  of  the  regulations 
codifies  the  transitional  pass-through 
payment  provisions  for  drugs  and 
biologicals.  Section  419.64(a)  describes 
the  drugs  and  biologicals  that  are 
eligible  for  pass-through  payments, 
essentially  capturing  the  distinction 
between  “new”  and  “current”  services. 
Section  419.64(c)(2)  provides  that  the 
pass-through  payment  eligibility  period 
for  drugs  and  biologicals  that  fall  into 
the  “new”  category  begins  on  the  date 
that  CMS  makes  its  first  pass-through 
payment  for  the  drug  or  biological. 

It  has  come  to  our  attention  that  our 
pass-through  payment  eligibility  period 
for  “new”  drugs  and  biologicals  in 
§  419.64(c)(2)  does  not  most  accurately 
reflect  the  statutory  requirements  of 
sectionl833(t)(6)(C)(i)(II)  of  the  Act. 
Where  our  regulations  indicate  that  the 
pass-through  payment  eligibility  period 
for  “new”  drugs  and  biologicals  begins 
on  the  first  date  on  which  pass-through 
payment  is  made  for  the  item,  section 
1833(t)(6)(c)(i)(II)  of  the  Act  specifies 
that  the  pass-through  period  of  2  to  3 
years  for  “new”  drugs  and  biologicals 
begins  on  the  first  date  on  which 
payment  is  made  under  Part  B  for  the 
drug  or  biological  as  6ui  outpatient 
hospital  service.  In  order  to  better  reflect 
the  statutory  requirement  for  the  pass¬ 
through  period  for  a  “new”  drug  or 
biological,  we  are  proposing  to  revise 
paragraph  (c)(2)  of  §419.64  and  add  a 
new  paragraph  (c)(3)  to  §  419.64  of  the 
regulations. 

In  order  to  conform  the  regulations  to 
the  statutory  provisions,  we  are 
proposing  to  change  the  start  date  of  the 
pass-through  payment  eligibility  period 
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for  a  drug  or  biological  from  the  first 
date  on  which  pass-through  payment  is 
made  to  the  date  on  which  payment  is 
first  made  for  a  drug  or  biological  as  an 
outpatient  hospital  service  under  Part  B. 
Under  this  proposal,  we  would  need  to 
identify  a  first  date  of  payment  for  a 
drug  or  biological  as  an  outpatient 
hospital  service  under  Part  B.  (Under 
our  current  policy,  we  have  not  needed 
to  establish  a  first  date  on  which 
payment  is  made  under  Part  B  for  the 
drug  or  biological  as  an  outpatient 
hospital  service  because  the  pass¬ 
through  payment  eligibility  period 
begins  on  the  first  date  pass-through 
payment  is  made  for  the  item.)  Due  to 
the  2-year  delay  in  the  availability  of 
claims  data,  under  our  CY  2010 
proposal  we  would  not  be  able  to 
identify  an  exact  date  of  first  payment 
for  a  drug  or  biological  as  an  outpatient 
hospital  service  under  Part  B  in  order  to 
determine  the  start  date  of  the  pass¬ 
through  payment  eligibility  period  until 
years  after  an  application  for  pass¬ 
through  payment  for  a  “new”  drug  or 
biological  has  been  submitted.  At  that 
later  point  in  time,  the  pass-through 
payment  eligibility  period  may  be  close 
to  expiring,  and  the  result  of  relying 
upon  our  claims  data  to  evaluate  an 
item  for  its  eligibility  for  pass-through 
status  could  be  a  very  short  period  of 
pass-through  payment  for  the  new  drug 
or  biological.  Consequently,  we  believe 
it  would  be  desirable  to  identify  an 
appropriate  and  timely  proxy  for  the 
date  of  first  payment  for  the  drug  or 
biological  as  an  outpatient  hospital 
service  under  Part  B.  We  believe  the 
date  of  first  sale  for  a  drug  or  biological 
in  the  U.S.  following  FDA  approval  is 
an  appropriate  proxy,  as  explained 
below,  and  we  are  proposing  this  as  the 
date  on  which  the  pass-through 
payment  eligibility  period  would  begin. 
We  also  note  that,  in  light  of  our  CY 
2010  proposal,  described  in  section 
V.A.4.  of  this  proposed  rule,  to  treat 
implantable  biologicals  as  medical 
devices  for  purposes  of  pass-through 
eligibility  and  payment  under  section 
1833(t)(6)  of  the  Act,  these  proposed 
revisions  to  the  pass-throu^  payment 
eligibility  period  for  a  drug  or  biological 
approved  for  pass-through  payment 
beginning  on  or  after  January  1,  2010, 
would  not  apply  to  implantable 
biologicals,  but  rather  only  to 
nonimplantable  biologicals. 

We  believe  that  the  date  of  first  sale 
of  the  drug  or  nonimplantable  biological 
in  the  U.S.  following  FDA  approval  is 
an  appropriate  proxy  for  the  first  date  of 
payment  for  the  drug  or  nonimplantable 
biological  as  an  outpatient  hospital 
service  under  Part  B  for  several  reasons. 


We  anticipate  that  Mediceire 
beneficiaries  would  be  among  the  first 
to  use  these  drugs  and  nonimplantable 
biologicals  and  that  the  date  of  first  sale 
is  the  date  upon  which  a  drug  or 
nonimplantable  biological  would 
become  available  to  those  beneficiaries 
and  be  paid  under  Part  B  as  an 
outpatient  hospital  service.  Further,  we 
already  use  the  date  of  first  sale  of  a 
drug  or  biological  in  the  U.S.  following 
FDA  approval  under  the  ASP 
methodology  and  in  the  existing  OPPS 
pass-througb  payment  eligibility 
determination.  In  determining  the  ASP 
for  a  drug  under  the  ASP  payment 
methodology  in  section  184  7 A  of  the 
Act,  we  use  the  date  of  first  sale  of  a 
drug  or  biological  in  the  U.S.  following 
FDA  approval  to  identify  “single  source 
drugs”  and  “biological  products”  when 
determining  a  payment  amount.  We  also 
use  the  date  of  first  sale  of  a  drug  or 
biological  in  the  U.S.  under  our  current 
OPPS  pass-through  payment  application 
process  to  determine  if  a  drug  or 
biological  is  “new,”  that  is,  whether  the 
item  was  paid  as  an  outpatient  hospital 
service  on  or  after  January  1, 1997. 
Finally,  we  do  not  believe  that  there  is 
a  more  accurate  and  readily  available 
proxy  for  the  first  date  of  payment  for 
a  drug  or  biological  under  Part  B  as  an 
outpatient  hospital  service.  In  summary, 
we  believe  that  the  date  of  first  sale  of 
the  drug  or  nonimplantable  biological  in 
the  U.S.  following  FDA  approval  is  an 
appropriate  proxy  for  the  first  date  on 
which  payment  is  made  under  Part  B  for 
the  item  as  an  outpatient  hospital 
service  because  it  is  an  accepted  and 
available  indicator  of  initial  payment  for 
the  Medicare  program. 

In  proposed  new  §  419.64(c)(3),  we 
indicate  that  the  date  of  first  sale  of  a 
drug  or  nonimplantable  biological  in  the 
U.S.  following  FDA  approval  would  be 
the  start  date  of  the  pass-through 
payment  eligibility  period  for  drugs  or 
nonimplantable  biologicals  approved  for 
pass-through  payment  beginning  on  or 
after  January  1,  2010.  We  also  are 
proposing  modifications  to  §  419.64(c) 
(2)  to  specify  that  our  current  policy — 
that  the  pass-through  payment 
eligibility  period  of  2  to  3  years  begins 
on  the  first  date  that  pass-through 
payment  is  made  for  the  drug  or 
biological — applies  only  to  drugs  and 
biologicals  approved  for  and  receiving 
pass-through  payment  on  or  before 
December  31,  2009.  Although  we 
believe  that  we  have  the  authority  to 
stop  pass-through  payments  and  to 
recover  pass-through  payments  already 
made  for  such  drugs  and  biologicals,  we 
are  proposing  in  these  specific  limited 


circumstances  to  permit  pass-through 
status  to  continue. 

We  currently  implement  new 
approvals  of  pass-^ough  status  for 
drugs  and  biologicals  on  a  quarterly 
basis,  and  for  CY  2010,  we  would 
continue  to  implement  these  new 
approvals  on  a  quarterly  basis.  We 
describe  our  quarterly  process  for 
reviewing  and  approving  applications 
for  drugs  and  biologicals  to  receive  pass¬ 
through  payment  on  the  CMS  Web  site 
at;  http://www.cms.hhs.gov/ 

HospitalOu  tpatien  tPPS/ 

04  _passthrough  jpayment.asp. 

Interested  parties  may  submit  a 
complete  application  at  any  time.  We 
typically  review  and  make  pass-through 
status  approval  decisions  about 
complete  applications  for  initiation  of 
pass-through  payment  within  4  months 
of  their  submission  and  implement  new 
pass-through  status  approvals  on  a 
quarterly  basis  through  the  next 
available  OPPS  quarterly  update.  The 
CMS  Web  site  provides  a  timeline 
showing  the  relationship  between  the 
date  of  submission  of  a  complete 
application  and  the  earliest  date  of  pass¬ 
through  payment  that  would  result  from 
approval  of  pass-through  status  for  the 
drug  or  biological. 

Under  our  current  policy,  the  pass¬ 
through  payment  eligibility  period  and 
period  of  pass-through  payment  are  the 
same.  However,  the  pass-through 
payment  eligibility  period  and  the 
period  of  pass-through  payment  would 
not  be  identical  under  our  proposed 
policy.  For  our  proposed  policy,  we 
need  to  identify  both  the  pass-through 
payment  eligibility  period  as  well  as  the 
period  during  which  pass-through 
payments  would  be  made,  including  the 
respective  start  and  expiration  dates  of 
the  pass-through  payment  eligibility 
period  and  the  period  of  pass-through 
payment.  The  period  of  pass-through 
payment  would  coincide  with  the  time 
period  during  which  the  drug  or 
biological  is  designated  as  having  pass¬ 
through  status.  (We  note  that  being 
within  the  pass-through  payment 
eligibility  period  alone  does  not  qualify 
a  “new”  drug  or  biological  for  pass¬ 
through  payment;  the  drug  or  biological 
must  also  meet  the  other  requirements 
for  pass-through  payment,  including 
that  CMS  determines  that  the  cost  of  a 
drug  or  biological  is  not  insignificant.) 
Under  our  proposal,  the  pass-through 
payment  eligibility  period  would  run  for 
at  least  2  years  but  no  more  than  3  years. 
For  example,  for  a  drug  with  a  first  date 
of  sale  in  the  United  States  after  FDA 
approval  of  May  3,  2009,  the  pass¬ 
through  payment  eligibility  period 
would  start  on  May  3,  2009.  If  the  pass¬ 
through  payment  eligibility  period  ran 
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for  3  years,  it  would  expire  on  May  2, 
2012.  We  are  proposing  to  modify 
§  419.64  accordingly  by  adding  new 
paragraph  (c)(3)  to  state;  “For  a  drug  or 
nonimplantable  biological  described  in 
paragraph  (a)(4)  of  this  section  and 
approved  for  pass-through  payment 
beginning  on  or  after  January  1,  2010 — 
[the  pass-through  payment  eligibility 
period  begins  on]  the  date  of  first  sale 
of  the  drug  or  nonimplantable  biological 
in  the  United  States  after  FDA 
approval.”  Next,  we  are  proposing  that 
pass-through  payment  would  start  on 
the  first  day  of  the  calendar  quarter 
following  the  calendar  quarter  during 
which  the  completed  application  was 
approved.  We  would  reflect  this  in 
regulation  text,  in  proposed  new 
§  419.64(c)(3),  as  follows.  “Pass-through 
payment  for  the  drug  or  nonimplantable 
biological  begins  on  the  first  day  of  the 
hospital  outpatient  prospective  payment 
system  update  (for  example,  calendar 
quarter)  following  the  update  period 
during  which  the  drug  or 
nonimplantable  biological  was 
approved  for  pass-through  status.”  The 
start  date  for  the  period  of  pass-through 
payment  would  be  specified  in  a  letter 
to  the  applicant  conveying  pass-through 
status  approval  for  the  new  drug  or 
biological  and  would  be  the  first  day  of 
the  calendar  quarter  following  the 
calendar  quarter  during  which  a 
complete  pass-through  application  is 
approved  by  CMS  for  pass-through 
status. 

We  also  are  proposing  to  expire  pass¬ 
through  status  on  a  quarterly  basis.  We 
would  use  the  pass-through  payment 
eligibility  period  expiration  date  to 
determine  when  the  period  of  pass¬ 
through  payment  would  expire.  The 
way  we  would  operationalize  this 
would  be  to  make  the  last  date  of  the 
period  of  pass-through  payment  be  the 
last  day  of  the  calendar  quarter  that 
preceded  the  pass-through  payment 
eligibility  period  expiration  date.  This 
proposal  to  expire  the  pass-through 
status  of  drugs  and  nonimplantable 
biologicals  on  a  quarterly  basis  would 
be  a  departure  from  our  cxurent  policy 
for  expiring  the  pass-through  status  of 
drugs  and  biologicals.  Presently,  we 
expire  the  pass-through  status  of  drugs 
and  biologicals  at  the  end  of  the 
calendar  year  preceding  the  year  of  the 
applicable  annual  OPPS  update.  (We 
discuss  om  CY  2010  proposal  to  expire 
the  pass-through  status  of  drugs  emd 
biologicals  currently  receiving  pass¬ 
through  payment  that  will  have  already 
received  between  2  and  3  years  of  pass¬ 
through  payment  by  January  1,  2010,  in 
section  V.A.2./3f  this  proposed  rule.) 
Because  our  current  pass-through 


payment  eligibility  period  policy 
effectively  aligns  the  start  of  pass¬ 
through  payment  with  the  beginning  of 
the  2-  to  3-year  pass-through  payment 
eligibility  period,  expiration  of  pass¬ 
through  status  on  a  calendar  year  ba^is 
affords  those  drugs  and  biologicals  at 
least  2  but  not  more  than  3  years  of 
pass-through  payment.  This  would 
continue  to  be  the  case  for  drugs  and 
biologicals  that  have  been  approved  for 
pass-through  status  and  that  are 
receiving  pass-through  payment  on  or 
before  December  31,  2009,  as  reflected 
in  our  proposed  revision  to  §  419.64(c) 
(2).  However,  beginning  in  CY  2010,  for 
“new”  drugs  and  nonimplantable 
biologicals  with  a  pass-through  payment 
eligibility  period  described  by  proposed 
new  §  419.64(c)(3),  we  would  expire 
pass-through  status  on  a  quarterly  basis. 
Under  the  proposed  revised  definition 
of  the  pass-through  payment  eligibility 
period,  the  pass-through  payment 
eligibility  period  may  begin  well  before 
application  is  made  for  pass-through 
payment  for  the  drug  or  nonimplantable 
biological  and  pass-tbrough  status  is 
approved,  which  could  have  the  effect 
of  a  shorter  period  of  pass-through 
payment  for  some  drugs  and  biologicals 
than  would  be  the  case  under  our 
current  policy.  Therefore,  we  are 
proposing  to  expire  pass-through  status 
on  a  quarterly  basis  to  ensure  that  drugs 
and  nonimplantable  biologicals  for 
which  a  pass-through  payment 
application  has  been  made  after  the 
pass-through  payment  eligibility  period 
has  begun  can  most  benefit  fi'om  pass¬ 
through  payment.  We  provide  the 
following  examples  to  illustrate  how  our 
proposed  policies  would  work. 

First,  if  CMS  receives  a  complete 
pass-through  payment  application  on 
March  1,  2010,  for  a  “new”  drug  with 
a  date  of  first  sale  in  the  United  States 
after  FDA  approval  of  December  15, 
2009,  the  pass-through  payment 
eligibility  period  would  begin  on 
December  15,  2009.  If  the  pass-through 
payment  eligibility  period  ran  for  3 
years,  it  would  expire  on  December  14, 
2012.  If  we  process  the  application  and 
approve  pass-through  Status  within  4 
months,  the  period  of  pass-through 
payment  for  that  drug  would  begin  on 
July  1,  2010,  because  that  would  be  the 
first  day  of  the  calendar  quarter 
following  the  calendar  quarter  during 
which  the  completed  application  was 
approved  for  pass-through  status.  The 
period  of  pass-through  payment  would 
expire  no  later  than  September  30,  2012, 
because  that  would  be  the  last  day  of  the 
calendar  quarter  that  preceded  the  pass¬ 
through  eligibility  period  expiration 
date.  We  would  indicate  the  drug’s 


change  from  pass-through  to  nonpass¬ 
through  status,  as  discussed  below,  in 
the  October  2012  OPPS  quarterly 
update. 

In  another  example,  if  CMS  receives 
a  complete  pass-through  payment 
application  on  December  1,  2009,  for  a 
“new”  drug  with  a  date  of  first  sale  of 
the  drug  in  the  United  States  after  FDA 
approval  of  May  3,  2009,  the  pass¬ 
through  payment  eligibility  period  for 
that  drug  would  begin  on  May  3,  2009, 
and  would  end  no  later  than  May  2, 

2012.  If  we  process  the  application  and 
approve  pass-through  status  within  4 
months,  the  period  of  pass-through 
payment  would  begin  on  April  1,  2010, 
because  that  would  be  the  first  day  of 
the  calendar  quarter  following  the 
calendar  quarter  during  which  the 
completed  application  was  approved  for 
pass-through  status,  and  would  end  no 
later  than  March  31,  2012,  because  that 
would  be  tbe  last  day  of  the  calendar 
quarter  that  preceded  the  pass-through 
payment  eligibility  period  expiration 
date.  We  would  indicate  the  drug’s 
change  from  pass-through  to  nonpass¬ 
through  status,  as  discussed  below,  in 
the  April  2012  OPPS  quarterly  update. 

In  another  example,  in  the  case  of  a 
complete  application  for  a  “new”  drug, 
with  a  date  of  first  sale  of  the  drug  in 
the  United  States  after  FDA  approval  of 
November  16,  2006,  that  is  received  by 
December  1,  2009,  the  pass-through 
payment  eligibility  period  for  that  drug 
would  have  begun  on  November  16, 
2006.  The  pass-through  payment 
eligibility  period  would  expire  no  later 
than  November  15,  2009,  because  that 
would  be  3  years  from  the  date  on 
which  the  pass-through  payment 
eligibility  period  began.  In  this  example, 
the  drug  would  not  be  approved  for 
pass-through  status  because  the  pass¬ 
through  payment  eligibility  period 
would  have  already  expired.  The 
earliest  date  that  the  period  of  pass¬ 
through  payment  for  the  drug  could 
have  begun  would  have  been  April  1, 
2010,  which  would  be  after  the 
expiration  of  the  pass-through  payment 
eligibility  period. 

As  noted  above,  for  those  “new” 
drugs  or  biologicals  approved  for  pass¬ 
through  status  beginning  in  a  calendar 
quarter  prior  to  CY  2010  that  are 
described  by  §  419.64(c)(2),  we  would 
continue  our  current  policy.  That  means 
that  we  would  expire  pass-through 
status  for  the  drug  or  biological  at  the 
end  of  the  calendar  year  after  the  drug 
or  biological  has  received  at  least  2  but 
not  more  than  3  years  of  pass-through 
payment. 

In  addition  to  proposing  to  expire  the 
pass-through  status  of  “new”  drugs  and 
nonimplantable  biologicals  described  by 
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proposed  new  §  419.64(c)(3)  on  a 
quarterly  basis,  we  also  would  continue 
our  established  policy  of  determining 
whether  a  drug  or  biological  would 
receive  separate  payment  or  packaged 
payment,  after  the  expiration  of  the 
period  of  pass-through  payment,  on  a 
calendar  year  basis  through  the  annual 
OPPS  rulemaking  process  as  described 
in  section  V.B.2.  of  this  proposed  rule. 
Under  our  current  drug  payment 
policies,  we  propose  and  finalize 
packaging  determinations  for  drugs  and 
biologicals  subject  to  the  OPPS  annual 
drug  packaging  threshold  only  once  a 
year  based  on  the  most  updated  claims 
data  and  ASP  information  available  for 
the  annual  rulemaking  cycle.  We  are  not 
proposing  to  change  this  annual 
packaging  determination  process. 
Therefore,  after  the  expiration  of  pass¬ 
through  status  of  a  “new”  drug  or 
biological  in  a  given  year’s  calendar 
quarter,  we  would  continue  to  make 
separate  payment  through  the  end  of 
that  calendar  year  for  those  drugs  and 
nonimplantable  biologicals  that  would 
be  subject  to  the  drug  packaging 
threshold  when  they  did  ndt  have  pass¬ 
through  status  (therefore,  excluding 
contrast  agents  and  diagnostic 
radiopharmaceuticals  for  CY  2010 
which  would  always  be  packaged  when 
not  on  pass-through  status)  at  the 
applicable  OPPS  payment  rate  for 
separately  payable  drugs  and  biologicals 
without  pass-through  status  for  that 
year,  proposed  to  be  ASP+4  percent  for 
CY  2010.  We  would  change  their  status 
indicator  from  “G”  (Pass-Through  Drugs 
and  Biologicals)  to  “K”  (Nonpass- 
Through  Drugs  and  Nonimplantable 
Biologicals)  in  the  applicable  quarterly 
OPPS  update  that  immediately  followed 
the  last  day  of  the  calendar  quarter  in 
which  the  pass-through  status  of  the 
drug  or  nonimplantable  biological 
expired.  In  our  proposed  rule  for  the 
upcoming  prospective  payment  year 
that  is  after  the  calendar  year  quarter  in 
which  the  pass-through  status  of  a  drug 
or  nonimplantable  biological  expired, 
we  would  use  ASP  information  and  our 
claims  data  to  assess  whether  the  drug 
or  biological  would  be  packaged  or 
separately  payable  in  the  upcoming 
calendar  year.  For  those  drugs  with 
expiring  pass-through  status  that  are 
always  packaged  when  not  on  pass¬ 
through  status  (“policy-packaged”), 
specifically  diagnostic 
radiopharmaceuticals  and  contrast 
agents  for  CY  2010  as  discussed  in 
section  V.B.2.d.  of  this  proposed  rule, 
we  would  make  packaged  payment  for 
them  for  the  remainder  of  the  calendar 
year  after, the  expiration  of  pass-through 
payment.  We  would  change  their  status 


indicator  from  “G”  to  “N”  (Items  and 
Services  Packaged  into  APC  Rates)  in 
the  applicable  quarterly  OPPS  update 
that  immediately  followed  the  last  day 
of  the  calendar  quarter  in  which  the 
pass-through  status  of  the  drug  or 
nonimplantable  biological  expired.  For 
example,  for  a  drug  (excluding  contrast 
agents  and  diagnostic 
radiopharmaceuticals)  described  by 
proposed  new  §  419.64(c)(3)  with  pass¬ 
through  status  expiring  on  September 
30,  2010,  we  would  make  separate  pass¬ 
through  payment  for  the  drug  at  ASP+6 
percent  until  September  30,  2010,  and 
we  would  then  make  separate  nonpass¬ 
through  payment  for  the  drug  at  ASP+4 
percent  between  October  1,  2010  and 
December  31,  2010.  For  CY2011,  we 
would  use  ASP  information  and  our 
claims  data  to  propose  whether  the  drug 
would  be  packaged  or  separately 
payable. 

6.  Proposed  Provisions  for  Reducing 
Transitional  Pass-Through  Payments  for 
Diagnostic  Radiopharmaceuticals  and 
Contrast  Agents  to  Offset  Costs 
Packaged  Into  APC  Groups 

a.  Background 

Prior  to  CY  2008,  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  paid  separately  under  the 
OPPS  if  their  mean  per  day  costs  were 
greater  than  the  applicable  year’s  drug 
packaging  threshold.  In  CY  2008  (72  FR 
66768),  we  began  a  policy  of  packaging 
payment  for  all  nonpass-through 
diagnostic  radiopharmaceuticals  and 
contrast  agents  as  ancillary  and 
supportive  items  and  services  into  their 
associated  nuclear  medicine  procedures. 
Therefore,  beginning  in  CY2008, 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  not  subject  to  the  annual 
OPPS  drug-  packaging  threshold  to 
determine  their  packaged  or  separately 
payable  payment  status,  and  instead  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  were  packaged  as  a  matter  of 
policy.  For  CY  2010,  we  are  proposing 
to  continue  to  package  payment  for  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents  as  discussed  in  section  V.B.2.d. 
of  this  proposed  rule. 

b.  Payment  Offset  Policy  for  Diagnostic 
Radiopharmaceuticals 

As  previously  noted, 
radiopharmaceuticals  are  considered  to 
be  drugs  for  OPPS  pass-through 
payment  purposes.  As  described  above, 
section  1833(t)(6)(D)(f)  of  the  Act 
specifies  that  the  transitional  pass¬ 
through  payment  amount  for  pass¬ 


through  drugs  and  biologicals  is  the 
difference  between  the  amount  paid 
under  section  1842(o)  (or  the  Part  B 
drug  CAP  rate)  and  the  otherwise 
applicable  OPD  fee  schedule  amount. 
There  is  currently  one 
radiopharmaceutical  with  pass-through 
status  under  the  OPPS,  HCPCS  code 
C9247  (lobenguane,  1-123,  diagnostic, 
per  study  dose,  up  to  10  millicuries). 
HCPCS  code  C9247  was  granted  pass¬ 
through  status  beginning  April  1,  2009, 
and  will  continue  to  receive  pass¬ 
through  status  in  CY  2010.  We  currently 
apply  the  established 
radiopharmaceutical  payment  offset 
policy  to  pass-through  payment  for  this 
product.  As  described  earlier  in  section 
V.A.3.  of  this  proposed  rule,  new  pass¬ 
through  diagnostic 

radiopharmaceuticals  would  be  paid  at 
ASP+6  percent,  while  those  without 
ASP  information  would  be  paid  at 
WAC+6  percent  or,  if  WAC  is  not 
available,  based  pn  95  percent  of  the 
product’s  most  recently  published  AWP. 

As  a  payment  offset  is  necessary  in 
order  to  provide  an  appropriate 
transitional  pass-through  payment,  we 
deduct  from  the  payment  for  pass¬ 
through  radiopharmaceuticals  an 
amount  that  reflects  the  portion  of  the 
APC  payment  associated  with 
predecessor  radiopharmaceuticals  in 
order  to  ensure  no  duplicate 
radiopharmaceutical  payment.  In  CY 
2009,  we  established  a  policy  to 
estimate  the  portion  of  each  APC 
payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  predecessor 
diagnostic  radiopharmaceuticals  when 
considering  a  new  diagnostic 
radiopharmaceutical  for  pass-through 
payment  (73  FR  68638  through  68641). 
Specifically,  we  utilize  the  “policy- 
packaged”  drug  offset  fraction  for  APCs 
containing  nuclear  medicine 
procedures,  calculated  as  1, minus  (the 
cost  from  single  procedure  claims  in  the 
APC  after  removing  the  cost  for  “policy- 
packaged”  drugs  divided  by  the  cost 
from  single  procedure  claims  in  the 
APC).  We  have  previously  defined 
“policy-packaged”  drugs  and  biologicals 
as  nonpass-through  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  (73  FR 
68639).  We  are  proposing  for  CY  2010 
to  redefine  “policy-packaged”  drugs  as 
only  nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  as  a  result  of  the  CY  2010 
proposals  discussed  in  sections  V.A.4. 
and  V.B.2.d.  of  this  proposed  rule  that 
would  treat  nonpass-through 
implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
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orifice)  and  implantable  biologicals  that 
are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  with  newly  approved  pass¬ 
through  status  beginning  in  CY  2010  or 
later  as  devices,  rather  than  drugs.  To 
determine  the  actual  APC  offset  amount 
for  pass-through  diagnostic 
radiopharmaceuticals  that  takes  into 
consideration  the  otherwise  applicable 
OPPS  payment  amount,  we  multiply  the 
“policy-packaged”  drug  offset  fraction 
by  the  APC  payment  amount  for  the 
nuclear  medicine  procedure  with  which 
the  pass-through  diagnostic 
radiopharmaceutical  is  used  and, 
accordingly,  reduce  the  separate  OPPS 
payment  for  the  pass-through  diagnostic 
radiopharmaceutical  by  this  amount. 

We  will  continue  to  post  annually  on 
the  CMS  Web  site  at  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS,  a  file  that 
contains  the  APC  offset  amounts  that 
would  be  used  for  that  year  for  purposes 
of  both  evaluating  cost  significance  for 
candidate  pass-through  device 
categories  and  drugs  and  biologicals, 
including  diagnostic 
radiopharmaceuticals,  and  establishing 
emy  appropriate  APC  offset  amounts. 
Specifically,  the  file  will  continue  to 
provide,  for  every  OPPS  clinical  APC, 
the  amounts  and  percentages  of  APC 
payment  associated  with  packaged 
implantable  devices,  “policy-packaged” 
drugs,  and  “threshold-packaged”  drugs 
and  biologicals. 

Table  23  below  displays  the  proposed 
APCs  to  which  nuclear  medicine 
procedures  would  be  assigned  in  CY 
2010  and  for  which  we  expect  that  an 
APC  offset  could  be  applicable  in  the 
case  of  new  diagnostic 
radiopharmaceuticals  with  pass-through 
status. 

Table  23— Proposed  APCs  to 
Which  Nuclear  Medicine  Proce¬ 
dures  Would  Be  Assigned  for 
CY  2010 


Proposed 
CY  2010 
APC 

Proposed  CY  2010  APC  title 

0307  . 

Myocardial  Positron  Emission  To¬ 
mography  (PET)  imaging. 

0308  . 

Non-Myocardial  Positron  Emis¬ 
sion  Tomography  (PET)  imag¬ 
ing. 

0377  . 

Level  II  Cardiac  Imaging. 

0378  . 

Level  II  Pulmonary  Imaging. 

0389  . 

Level  1  Non-imaging  Nuclear 
Medicine. 

0390  . 

Level  1  Endocrine  Imaging. 

0391  . 

Level  II  Endocrine  Imaging. 

0392  . 

Level  II  Non-imaging  Nuclear 
Medicine.  ' 

Table  23— Proposed  APCs  to 
Which  Nuclear  Medicine  Proce¬ 
dures  Would  Be  Assigned  for 
CY  2010 — Continued 


Proposed 
CY  2010 
APC 

Proposed  CY  2010  APC  title 

0393  . 

Hematologic  Processing  &  Stud¬ 
ies. 

0394  . 

Hepatobiliary  Imaging. 

0395  . 

Gl  Tract  Imaging. 

0396  . 

Bone  Imaging. 

0397  . 

Vascular  Imaging. 

0398  . 

Level  1  Cardiac  Imaging. 

0400  . 

Hematopoietic  Imaging.' 

0401  . 

Level  1  Pulmonary  Imaging. 

0402  . 

Level  II  Nervous  System  Imaging. 

0403  . 

Level  1  Nervous  System  Imaging. 

0404  . 

Renal  and  Genitourinary  Studies. 

0406  . 

Level  1  Tumor/Infection  Imaging. 

0408  . 

Level  III  Tumor/Infection  Imaging. 

0414  . 

Level  II  Tumor/Infection  Imaging. 

c.  Proposed  Payment  Offset  Policy  for 
Contrast  Agents 
As  described  above,  section 
1833(t)(6){D)(i)  of  the  Act  specifies  that 
the  transitional  pass-through  payment 
amoimt  for  pass-through  drugs  and 
biologicals  is  the  difference  between  the 
amount  paid  xmder  section  1842(o)  (or 
the  Part  B  drug  CAP  rate)  and  the 
otherwise  applicable  OPD  fee  schedule 
amount.  There  is  currently  one  contrast 
agent  with  pass-through  status  under 
the  OPPS,  HCPCS  code  C9246 
(Injection,  gadoxetate  disodium,  per  ml). 
HCPCS  code  C9246  was  granted  pass¬ 
through  status  beginning  January  1, 
2009,  and  will  continue  to  receive  pass¬ 
through  status  in  CY  2010.  As  described 
earlier  in  section  V.A.3.  of  this  proposed 
rule,  new  pass-through  contrast  agents 
would  be  paid  at  ASP+6  percent,  while 
those  without  ASP  information  would 
be  paid  at  WAC+6  percent  or,  if  WAC 
is  not  available,  paid  based  on  95 
percent  of  the  product’s  most  recently 
published  AWP. 

We  believe  that  a  payment  offset, 
similar  to  the  offset  currently  in  place 
for  pass-through  devices  and  diagnostic 
radiopharmaceuticals,  is  necessary  in 
order  to  provide  an  appropriate 
transitional  pass-through  payment  for 
contrast  agents  because  all  of  these 
items  are  packaged  when  they  do  not 
have  pass-through  status.  In  accordance 
with  our  standard  offset  methodology, 
we  are  proposing  to  deduct  from  the 
payment  for  pass-through  contrast 
agents  an  amount  that  reflects  the 
portion  of  the  APC  payment  associated 
with  predecessor  contrast  agents  in 
order  to  ensure  no  duplicate  contrast 
agent  payment  is  made. 

In  CY  2009,  we  established  a  policy 
to  estimate  the  portion  of  each  APC 


payment  rate  that  could  reasonably  be 
attributed  to  the  cost  of  predecessor 
diagnostic  radiopharmaceuticals  when 
considering  a  new  diagnostic 
radiopharmaceutical  for  pass-through 
payment  (73  FR  68638  tlurough  68641). 
For  CY  2010,  we  are  proposing  to  apply 
this  same  policy  to  contrast  agents. 
Specifically,  we  are  proposing  to  utilize 
the  “policy-packaged”  drug  offset 
firaction  for  clinical  APCs  calculated  as 
1  minus  (the  cost  from  single  procedure 
claims  in  the  APC  after  removing  the 
cost  for  “policy-packaged”  drugs 
divided  by  the  cost  from  single 
procedure  claims  in  the  APC).  As 
discussed  above,  while  we  have 
previously  defined  the  “policy- 
packaged”  drugs  and  biologicals  as 
nonpass-through  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  (73  FR 
68639),  we  are  proposing  for  CY  2010  to 
redefine  “policy-packaged”  drugs  as 
only  nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  as  a  result  of  the  CY  2010 
proposal  discussed  in  sections  V.A.4. 
and  V.B.2.d.  of  this  proposed  rule  that 
would  treat  all  implantable  biologicals 
as  devices,  rather  than  drugs.  To 
determine  the  actual  APC  offset  amount 
for  pass-through  contrast  agents  that 
takes  into  consideration  the  otherwise 
applicable  OPPS  payment  amount,  we 
are  proposing  to  multiply  the  “policy- 
packaged”  drug  offset  fraction  by  the 
APC  payment  amount  for  the  procedure 
with  which  the  pass-through  contrast 
agent  is  used  and,  accordingly,  reduce 
the  separate  OPPS  payment  for  the  pass¬ 
through  contrast  agent  by  this  amount. 

We  are  proposing  to  continue  to  post 
annually  on  the  CMS  Web  site  at 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS,  a  file  that 
contciins  the  APC  offset  amounts  that 
would  be  used  for  that  year  for  purposes 
of  both  evaluating  cost  significance  for 
candidate  pass-through  device 
categories  and  drugs  and  biologicals, 
including  contrast  agents,  and 
establishing  any  appropriate  APC  offset 
amovmts.  Specifically,  the  file  will 
continue  to  provide,  for  every  OPPS 
clinical  APC,  the  amounts  and 
percentages  of  APC  payment  associated 
with  packaged  implantable  devices, 
“policy-packaged”  drugs,  and 
“threshold-packaged”  drugs  and 
biologicals. 

B.  Proposed  OPPS  Payment  for  Drugs, 
Biologicals,  and  Radiopharmaceuticals 
Without  Pass-Through  Status 

1.  Background 

Under  the  CY  2009  OPPS,  we 
currently  pay  for  drugs,  biologicals,  and 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


35319 


radiopharmaceuticals  that  do  not  have 
pass-through  status  in  one  of  two  ways; 
packaged  payment  into  the  payment  for 
the  associated  service;  or  separate 
payment  (individual  APCs).  We 
explained  in  the  April  7,  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18450)  that  we  generally  package  the 
cost  of  drugs  and  radiopharmaceuticals 
into  the  APC  payment  rate  for  the 
procedure  or  treatment  with  which  the 
products  are  usually  furnished. 

Hospitals  do  not  receive  separate 
payment  for  packaged  items  and 
supplies,  and  hospitals  may  not  bill 
beneficiaries  separately  for  any 
packaged  items  and  supplies  whose 
costs  are  recognized  and  paid  within  the 
national  OPPS  payment  rate  for  the 
associated  procedure  or  service. 
(Transmittal  A-01-133,  issued  on 
November  20,  2001,  explains  in  greater 
detail  the  rules  regarding  separate 
payment  for  packaged  services.) 

Packaging  costs  into  a  single  aggregate 
payment  for  a  service,,  procedure,  or 
episode-of-care  is  a  fundamental 
principle  that  distinguishes  a 
prospective  payment  system  from  a  fee 
schedule.  In  general,  packaging  the  costs 
of  items  and  services  into  the  payment 
for  the  primary  procedure  or  service 
with  which  they  are  associated 
encourages  hospital  efficiencies  and 
also  enables  hospitals  to  mknage  their 
resources  with  maximum  flexibility. 

Section  1833(t)(16)(B)  of  the  Act,  as 
added  by  section  621(a)(2)  of  Public 
Law  108-173,  set  the  threshold  for 
establishing  separate  APCs  for  drugs 
and  biologicals  at  $50  per 
administration  for  CYs  2005  and  2006. 
Therefore,  for  CYs  2005  and  2006,  we 
paid  separately  for  drugs,  biologicals, 
and  radiopharmaceuticals  whose  per 
day  cost  exceeded  $50  and  packaged  the 
costs  of  drugs,  biologicals,  and 
radiopharmaceuticals  whose  per  day 
cost  was  equal  to  or  less  than  $50  into 
the  procedures  with  which  they  vyrere 
billed.  For  CY  2007,  the  packaging 
threshold  for  drugs,  biologicals,  and 
radiopharmaceuticals  that  were  not  new 
and  did  not  have  pass-through  status 
was  established  at  $55.  For  CYs  2008 
and  2009,  the  packaging  threshold  for 
drugs,  biologicals,  and 
radiopharmaceuticals  that  are  not  new 
and  do  not  have  pass-through  status  was 
established  at  $60.  The  methodology 
used  to  establish  the  $55  threshold  for 
CY  2007,  the  $60  threshold  for  CYs  2008 
and  2009,  and  our  proposed  approach 
for  CY  2010  are  discussed  in  more  detail 
in  section  V.B.2.b.  of  this  proposed  rule. 


2.  Proposed  Criteria  for  Packaging 
Payment  for  Drugs,  Biologicals,  and 
Radiopharmaceuticals 

a.  Background 

As  indicated  in  section  V.B.l.  of  this 
proposed  rule,  in  accordance  with 
section  1833(t)(16)(B)  of  the  Act,  the 
threshold  for  establishing  separate  APCs 
for  payment  of  drugs  and  biologicals 
was  set  to  $50  per  administration  during 
CYs  2005  and  2006.  In  CY  2007,  we 
used  the  fourth  quarter  moving  average 
Producer  Price  Index  (PPI)  levels  for 
prescription  preparations  to  trend  the 
$50  threshold  forward  from  the  third 
quarter  of  CY  2005  (when  the  Pub.  L. 
108-173  mandated  threshold  became 
effective)  to  the  third  quarter  of  CY 
2007.  We  then  rounded  the  resulting 
dollar  amount  to  the  nearest  $5 
increment  in  order  to  determine  the  CY 

2007  threshold  amount  of  $55.  Using 
the  same  methodology  as  that  used  in 
CY  2007  (which  is  discussed  in  more 
detail  in  the  CY  2007  OPPS/ASC  final 
rule  with  comment  period  (71  FR  68085 
through  68086)),  we  set  the  packaging 
threshold  for  establishing  separate  APCs 
for  drugs  and  biologicals  at  $60  for  CYs 

2008  and  2009. 

Following  the  CY  2007  methodology, 
for  CY  2010  we  used  updated  fourth 
quarter  moving  average  PPI  levels  to 
trend  the  $50  threshold  forward  from 
the  third  quarter  of  CY  2005  to  the  third 
quarter  of  CY  2009  and  again  rounded 
the  resulting  dollar  amount  ($65.07)  to 
the  nearest  $5  increment,  which  yielded 
a  figure  of  $65.  In  performing  this 
calculation,  we  used  the  most  up-to-date 
forecasted,  quarterly  PPI  estimates  from 
CMS’  Office  of  the  Actuary  (OACT).  As 
actual  inflation  for  past  quarters 
replaced  forecasted  amounts,  the  PPI 
estimates  for  prior  quarters  have  been 
revised  (compared  with  those  used  in 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period)  and  have  been 
incorporated  into  our  calculation.  Based 
on  the  calculations  described  above,  we 
are  proposing  a  packaging  threshold  for 
CY  2010  of  $65.  (For  a  more  detailed 
discussion  of  the  OPPS  drug  packaging 
threshold  and  the  use  of  the  PPI  for 
prescription  drugs,  we  refer  readers  to 
the  CY  2007  OPPS/ASC  final  rule  with 
comment  period  (71  FR  68085  through 
68086).) 

b.  Proposed  Cost  Threshold  for 
Packaging  of  Payment  for  HCPCS  Codes 
That  Describe  Certain  Drugs, 
Nonimplantable  Biologicals,  and 
Therapeutic  Radiopharmaceuticals 
(“Threshold-Packaged  Drugs’’) 

To  determine  their  proposed  CY  2010 
packaging  status,  for  this  proposed  rule 
we  calculated  the  per  day  cost  of  all 


drugs  on  a  HCPCS  code-specific  basis 
(with  the  exception  of  those  drugs  and 
biologicals  with  multiple  HCPCS  codes 
that  include  different  dosages  as 
described  in  section  V.B  2.c.  of  this 
proposed  rule  and  excluding  diagnostic 
radiopharmaceuticals  and  contrast 
agents  that  we  cure  proposing  to  continue 
to  package  in  CY  2010  as  discussed  in 
section  V.B.2.d.  of  this  proposed  rule), 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals 
(collectively  called  “threshold- 
packaged”  drugs)  that  had  a  HCPCS 
code  in  CY  2008  and  were  paid  (via 
packaged  or  separate  payment)  under 
the  OPPS,  using  CY  2008  claims  data 
processed  before  January  1,  2009.  In 
order  to  calculate  the  per  day  costs  for 
drugs,  nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  to 
determine  their  proposed  packaging 
status  in  CY  2010,  we  used  the 
methodology  that  was  described  in 
detail  in  the  CY  2006  OPPS  proposed 
rule  (70  FR  42723  through  42724)  and 
finalized  in  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68636 
through  70  FR  68638). 

To  calculate  the  CY  2010  proposed 
rule  per  day  costs,  we  used  an  estimated 
payment  rate  for  each  drug  and 
nonimplantable  biological  HCPCS  code 
of  ASP+4  percent  (which  is  the  payment 
rate  we  are  proposing  for  separately 
payable  drugs  and  nonimplantable 
biologicals  in  CY  2010,  as  discussed  in 
more  detail  in  section  V.B.3.b.  of  this 
proposed  rule).  We  used  the 
manufacturer  submitted  ASP  data  from 
the  fourth  quarter  of  CY  2008  (data  that 
were  used  for  payment  purposes  in  the 
physician’s  office  setting,  effective  April 
1,  2009)  to  determine  the  proposed  rule 
per  day  cost. 

As  is  our  standard  methodology,  for 
CY  2010,  we  are  proposing  to  use 
payment  rates  based  on  the  ASP  data 
from  the  fourth  quarter  of  CY  2008  for 
budget  neutrality  estimates,  packaging 
determinations,  impact  analyses,  and 
completion  of  Addenda  A  emd  B  to  this 
proposed  rule  because  these  are  the 
most  recent  data  available  for  use  at  the 
time  of  development  of  this  proposed 
rule.  These  data  are  also  the  basis  for 
drug  payments  in  the  physician’s  office 
setting,  effective  April  1,  2009.  For 
items  that  did  not  bave  an  ASP-based 
payment  rate,  such  as  therapeutic 
radiopharmaceuticals,  we  used  their 
mean  unit  cost  derived  from  the  CY 
2008  hospital  claims  data  to  determine 
their  proposed  per  day  cost.  We 
packaged  items  with  a  per  day  cost  less 
than  or  equal  to  $65  and  identified 
items  with  a  per  day  cost  greater  than 
$65  as  separately  payable.  Consistent 
with  our  past  practice,  we  crosswalked 
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historical  OPPS  claims  data  from  the  CY 
2008  HCPCS  codes  that  were  reported  to 
the  CY  2009  HCPCS  codes  that  we 
display  in  Addendum  B  to  this 
proposed  rule  for  payment  in  CY  2010. 

Our  policy  during  previous  cycles  of 
the  OPPS  has  been  to  use  updated  ASP 
and  claims  data  to  make  final 
determinations  of  the  packaging  status 
of  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  for 
the  final  rule  with  comment  period.  We 
note  that  it  is  also  our  policy  to  make 
an  annual  packaging  determination  for  a 
HCPCS  code  only  when  we  develop  the 
OPPS/ASC  final  rule  for  the  update 
year.  Only  HCPCS  codes  that  are 
identified  as  separately  payable  in  the 
final  rule  with  comment  period  are 
subject  to  quarterly  updates.  For  our 
calculation  of  per  day  costs  of  HCPCS 
codes  for  drugs  and  nonimplantable 
biologicals  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period,  we  are 
proposing  to  use  ASP  data  from  the  first 
quarter  of  CY  2009,  which  is  the  basis 
for  calculating  payment  rates  for  drugs 
and  biologicals  in  the  physician’s  office 
setting  using  the  ASP  methodology, 
effective  July  1,  2009,  along  with 
updated  hospital  claims  data  from  CY 
2008.  We  note  that  we  also  would  use 
these  data  for  budget  neutrality 
estimates  and  impact  analyses  for  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period.  Payment  rates  for 
HCPCS  codes  for  separately  payable 
drugs  and  nonimplantable  biologicals 
included  in  Addenda  A  and  B  to  that 
final  rule  with  comment  period  would 
be  based  on  ASP  data  from  the  second 
quarter  of  CY  2009,  which  are  the  basis 
for  calculating  payment  rates  for  drugs 
and  biologicals  in  the  physician’s  office 
setting  using  the  ASP  methodology, 
effective  October  1,  2009.  These  rates 
would  then  be  updated  in  the  January 
2010  OPPS  update,  based  on  the  most 
recent  ASP  data  to  be  used  for 
physician’s  office  and  OPPS  payment  as 
of  January  1,  2010.  For  items  that  do  not 
currently  have  an  ASP-based  pa5nnent 
rate,  such  as  therapeutic 
radiopharmaceuticals,  we  would 
recalculate  their  mean  unit  cost  from  all 
of  the  CY  2008  claims  data  and  updated 
cost  report  information  available  for  the 
CY  2010  final  rule  to  determine  their 
final  per  day  cost. 

Consequently,  the  packaging  status  of 
some  HCPCS  codes  for  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  in  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period  using  the  updated  data 
may  be  different  from  the  same  drug 
HCPCS  code’s  packaging  status 
determined  based  on  the  data  used  for 


this  proposed  rule.  Under  such 
circumstances,  we  are  proposing  to 
continue  the  established  policies 
initially  adopted  for  the  CY  2005  OPPS 
(69  FR  65780)  in  order  to  more  equitably 
pay  for  those  drugs  whose  median  costs 
fluctuate  relative  to  the  CY  2010  OPPS 
drug  packaging  threshold  and  the  drugs’ 
payment  status  (packaged  or  separately 
payable)  in  CY  2009.  Specifically,  we 
are  proposing  for  CY  2010  to  apply  the 
following  policies  to  these  HCPCS  codes 
for  drugs,  nonimplantable  biologicals, 
and  therapeutic  radiopharmaceuticals 
whose  relationship  to  the  $65  drug 
packaging  threshold  changes  based  on 
the  final  updated  data: 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  that  were 
paid  separately  in  CY  2009  and  that 
were  proposed  for  separate  payment  in 
CY  2010,  and  then  have  per  day  costs 
equal  to  or  less  than  $65,  based  on  the 
updated  ASPs  and  hospital  claims  data 
used  for  the  CY  2010  final  rule  with 
comment  period,  would  continue  to 
receive  separate  payment  in  CY  2010. 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  that  were 
packaged  in  CY  2009  and  that  were 
proposed  for  separate  payment  in  CY 
2010,  and  then  have  per  day  costs  equal 
to  or  less  than  $65,  based  on  the 
updated  ASPs  and  hospital  claims  data 
used  for  the  CY  2010  final  rule  with 
comment  period,  would  remain 
packaged  in  CY  2010. 

•  HCPCS  codes  for  drugs  and 
nonimplantable  biologicals  for  which 
we  proposed  packaged  payment  in  CY 
2010  but  then  have  per  day  costs  greater 
than  $65,  based  on  the  updated  ASPs 
and  hospital  claims  data  used  for  the  CY 
2010  final  rule  with  comment  period, 
would  receive  separate  payment  in  CY 
2010. 

In  CY  2005  (69  FR  65779  through 
65780),  we  implemented  a  policy  that 
exempted  the  oral  and  injectable  forms 
of  5-HT3  antiemetic  products  from  our 
packaging  policy,  providing  separate 
payment  for  these  drugs  regardless  of 
their  estimated  per  day  costs  through 
CY  2009.  There  are  currently  seven 
Level  II  HCPCS  codes  for  5-HT3 
antiemetics  that  describe  fomr  different 
drugs,  specifically  dolasetron  mesylate, 
granisetron  hydrochloride,  ondansetron 
hydrochloride,  and  palonosetron 
hydrochloride.  Each  of  these  drugs 
except  palonosetron  hydrochloride  is 
available  in  both  injectable  and  oral 
forms,  so  seven  HCPCS  codes  are 
available  to  describe  the  foiir  drugs  in 
all  of  their  forms.  As  of  2008,  both 
odansetron  hydrochloride  and 
granisetron  hydrochloride  were 
available  in  generic  versions.  We  have 
now  paid  sepeirately  fof  all  5-HT3 


antimetics  for  5  years.  While  we 
continue  to  believe  that  use  of  these 
antiemetics  is  an  integral  part  of  an 
anticancer  treatment  regimen  and  that 
OPPS  claims  data  demonstrate  their 
increasingly  common  hospital 
outpatient  utilization,  we  no  longer 
believe  that  a  specific  exemption  to  our 
standard  drug  payment  methodology  is 
necessary  for  CY  2010  to  ensure  access 
to  the  most  appropriate  antiemetic 
product  for  Medicare  beneficiaries. 

We  analyzed  historicad  hospital 
outpatient  claims  data  for  the  seven  5- 
HT3  antiemetic  products  that  have  been 
subject  to  this  packaging  exemption, 
and  we  found  that  HCPCS  code  J2405 
(Injection,  ondansetron  hydrochloride, 
per  1  mg)  was  the  dominant  product 
used  in  the  hospital  outpatient  setting 
both  before  and  after  the  adoption  of  om 
5-HT3  packaging  exemption  in  CY 
2005.  Prior  to  this  packaging  exemption, 
payment  for  HCPCS  code  J2405  was 
packaged  in  CY  2004.  HCPCS  code 
J2405  was  modestly  costly  relative  to 
the  other  5-HT3  antiemetics  in  CY 
2004,  but  its  per  day  cost  still  fell  below 
the  applicable  packaging  threshold  of 
$50.  Since  CY  2005,  the  injectable  form 
of  ondansetron  hydrochloride  has 
experienced  a  significant  change  in  its 
pricing  structure  as  generic  versions  of 
the  drug  have  become  available, 
including  a  steady  decline  in  its 
estimated  per  day  cost.  Notwithstanding 
this  change  in  price,  we  have  observed 
continued  growth  in  its  OPPS 
utilization.  For  CY  2008,  HCPCS  code 
J2405  was  the  least  costly  of  the  seven 
5-HT3  antiemetics,  with  an  estimated 
per  day  cost  of  only  approximately  $1 
in  CY  2008  (based  on  July  2008  ASP 
information),  yet  we  observed  that  it 
constituted  88  percent  of  all  treatment 
days  of  5-HT3  antiemetics  in  the  CY 
2008  OPPS  claims  data.  Using  updated 
April  2009  ASP  information  for  this  CY 
2010  proposed  rule,  we  continue  to 
estimate  a  per  day  cost  of  only 
approximately  $1  for  HCPCS  code 
J2405.  For  the  five  modestly  priced  5- 
HT3  antiemetics,  we  estimate  CY  2010 
per  day  costs  between  approximately  $7 
and  $50,  while  we  estimate  a  per  day 
cost  for  the  most  costly  5-HT3 
antiemetic,  J2469  (Injection, 
palonosetron  hcl,  25  meg),  of  $174  per 
day.  In  light  of  an  anticipated  relatively 
constant  pricing  structvfre  for  these 
drugs  in  CY  2010,  combined  with  om 
experience  that  prescribing  patterns  for 
these  5-HT3  antiemetics  are  not  very 
sensitive  to  changes  in  price,  we  do  not 
believe  that  continuing  to  exempt  these 
drugs  from  our  standard  OPPS  drug 
packaging  methodology  is  appropriate 
for  CY  2010.  Therefore,  for  CY  2010, 
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because  we  are  proposing  to  no  longer 
exempt  the  5-HT3  antiemetic  products 
from  our  standard  packaging 
methodology,  we  are  proposing  to 
package  payment  for  all  of  the  5-HT3 
antiemetics  except  palonosetron 
hydrochloride,  consistent  with  their 
estimated  per  day  costs  from  CY  2008 
claims  data. 

c.  Proposed  Packaging  Determination  for 
HCPCS  Codes  That  Describe  the  Same 
Drug  or  Biological  But  Different  Dosages 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66776),  we 
began  recognizing,  for  OPPS  payment 
purposes,  multiple  HCPCS  codes 
reporting  different  dosages  for  the  same 
covered  Part  B  drugs  or  biologicals  in 
order  to  reduce  hospitals’  administrative 
burden  by  permitting  them  to  report  all 
HCPCS  codes  for  drugs  and  biologicals. 
In  general,  prior  to  CY  2008,  the  OPPS 
recognized  for  payment  only  the  HCPCS 
code  that  described  the  lowest  dosage  of 
a  drug  or  biological.  We  extended  this 
recognition  to  multiple  HCPCS  codes  for 
several  other  drugs  under  the  CY  2009 
OPPS  (73  FR  68665).  During  CYs  2008 
and  2009,  we  applied  a  policy  that 
assigned  the  status  indicator  of  the 
previously  recognized  HPCCS  code  to 
the  associated  newly  recognized  code(s), 
reflecting  the  new  code(s)’  packaged  or 
separately  payable  status.  In  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66775),  we 
explained  that  once  claims  data  were 
available  for  these  previously 
unrecognized  HCPCS  codes,  we  would 
determine  the  packaging  status  and 
resulting  status  indicator  for  each 
HCPCS  code  according  to  the  general, 
established  HCPCS  code-specific 
methodology  for  determining  a  code’s 
packaging  status  for  a  given  update  year. 
However,  we  also  stated  that  we 
planned  to  closely  follow  our  claims 
data  to  ensure  that  our  annual  packaging 
determinations  for  the  different  HCPCS 
codes  describing  the  same  drug  or 
biological  did  not  create  inappropriate 
payment  incentives  for  hospitals  to 
report  certain  HCPCS  codes  instead  of 
others. 


CY  2008  is  the  first  year  of  claims  data 
for  the  HCPCS  codes  describing 
different  dosages  of  the  same  drug  or 
biological  that  were  newly  recognized  in 
CY  2008.  Applying  our  standard  HCPCS 
code-specific  packaging  determination 
methodology  as  described  in  section 
V.B.2.b.  of  this  proposed  rule,  we  found 
that  our  CY  2008  claims  data  would 
result  in  several  different  packaging 
determinations  for  different  codes 
describing  the  same  drug  or  biological. 
Furthermore,  our  claims  data  include 
few  units  and  days  for  a  number  of  these 
newly  recognized  HCPCS  codes, 
resulting  in  our  concern  that  these  data 
reflect  claims  from  only  a  small  number 
of  hospitals,  even  though  the  drug  or 
biological  itself  may  be  reported  by 
many  other  hospitals  under  the  most 
common  HCPCS  code.  We  are 
concerned  about  proposing  different 
packaging  determinations  for  multiple 
HCPCS  codes  for  the  same  drug  or 
biological  driven  by  different  costs 
associated  with  the  varying  dosages  of 
the  same  drug  or  biological  and  a  small 
number  of  claims  for  the  less  common 
dosages  that  are  not  representative  of 
the  costs  of  all  hospitals  billing  for  the 
drug  or  biological.  This  is  especially 
true  when  the  general  policy  of  the 
current  CMS  HCPCS  Workgroup  is  to 
establish  a  single  HCPCS  code  for  a  drug 
or  biological,  with  a  dosage  that  would 
allow  accurate  reporting  of  a  patient 
dose  for  all  anticipated  clinical  uses  of 
the  drug  or  biological. 

Based  on  these  findings  from  our  first 
available  claims  data  for  the  newly 
recognized  HCPCS  codes,  we  believe 
that  adopting  our  standard  HCPCS  code¬ 
specific  packaging  determinations  for 
these  codes  could  lead  to  payment 
incentives  for  hospitals  to  report  certain 
HCPCS  codes  instead  of  others, 
particularly  because  we  do  not  currently 
require  hospitals  to  report  all  drug  and 
biological  HCPCS  codes  under  the  OPPS 
in  consideration  of  our  previous  policy 
that  generally  recognized  only  the 
lowest  dosage  HCPCS  code  for  a  drug  or 
biological  for  OPPS  payment.  Therefore, 
for  CY  2010  we  are  proposing  to  make 
packaging  determinations  on  a  drug- 


specific  basis,  rather  than  a  HCPCS 
code-specific  basis,  for  those  HCPCS 
codes  that  describe  the  same  drug  or 
biological  but  different  dosages.  To 
identify  all  HCPCS  codes  for  drugs  and 
biologicals  to  which  this  proposed 
policy  would  apply,  we  first  included 
the  drugs  and  biologicals  with  multiple 
HCPCS  codes  that  we  newly  recognized 
for  payment  in  CY  2008  and  CY  2009. 

We  then  reviewed  all  of  the  remaining 
drug  and  biological  HCPCS  codes  to 
identify  other  drugs  and  biologicals  for 
which  longstanding  OPPS  policy 
recognized  for  payment  multiple  HCPCS 
codes  for  different  dosages  of  the  same 
drug  or  biological,  so  that  our  CY  2010 
proposal  would  apply  to  the  packaging 
determinations  for  these  drugs  and 
biologicals  and  their  associated  HCPCS 
codes.  All  of  the  drug  and  biological 
HCPCS  codes  that  we  are  proposing  to 
be  subject  to  this  drug-specific 
packaging  determination  methodology 
are  listed  in  Table  24  below. 

In  order  to  propose  a  packaging 
determination  that  is  consistent  across 
all  HCPCS  codes  that  describe  different 
dosages  of  the  same  drug  or  biological, 
we  aggregated  both  our  CY  2008  claims 
data  and  our  pricing  information  at 
ASP+4  percent  across  all  of  the  HCPCS 
codes  that  describe  each  distinct  drug  or 
biological  in  order  to  determine  the 
mean  units  per  day  of  the  drug  or 
biological  in  terms  of  the  HCPCS  code 
with  the  lowest  dosage  descriptor.  We 
then  multiplied  the  weighted  average 
ASP+4  percent  payment  amount  across 
all  dosage  levels  of  a  specific  drug  or 
biological  by  the  estimated  units  per  day 
for  all  HCPCS  codes  that  describe  each 
drug  or  biological  from  our  claims  data 
to  determine  the  estimated  per  day  cost 
of  each  drug  or  biological  at  less  than  or 
equal  to  $65  (whereupon  all  HCPCS 
codes  for  the  same  drug  or  biological 
would  be  packaged)  or  greater  than  $65 
(whereupon  all  HCPCS  codes  for  the 
same  drug  or  biological  would  be 
separately  payable).  The  proposed 
packaging  status  of  each  drug  and 
biological  HCPCS  code  to  which  this 
methodology  would  apply  is  displayed 
in  Table  24. 


Table  24— HCPCS  Codes  to  Which  the  Proposed  CY  2010  Drug-Specific  Packaging  Determination 

Methodology  Applies 


CY  2009 
HCPCS  code 

1 

CY  2009  long  descriptor 

Proposed 
CY  2010 
SI 

J0530  . 

1 - -  ^  ■  ■ 

Injection,  penicillin  g  benzathine  and  penicillin  g  procaine,  up  to  600,000  units  . 

N 

J0540  . 

Injection,  penicillin  g  benzathine  and  penicillin  g  procaine,  up  to  1 ,200,000  units  . 

N 

J0550  . 

Injection,  penicillin  g  benzathine  and  penicillin  g  procaine,  up  to  2,400,000  units  . 

N 

J0560  . 

Injection,  penicillin  g  benzathine,  up  to  600,000  units . 

N 

.10670 

N 

J0580  . 

Injection,  penicillin  g  benzathine,  up  to  2,400,000  units . 

N 
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Table  24 — HCPCS  Codes  to  Which  the  Proposed  CY  2010  Drug-Specific  Packaging  Determination 

Methodology  Applies — Continued 


CY  2009 
HCPCS  code 


CY  2009  long  descriptor 


Proposed 
CY  2010 
SI 


J1380  .. 
J0970  .. 
J1390  .. 
J1020  .. 
J1030  .. 
J1040  .. 
J1070  .. 
J1080  .. 
J1440  .. 
J1441  .. 
J1460  .. 
J1470  .. 
J1480 
J1490  .. 
J1500  .. 
J1510  .. 
J1520  .. 
J1530  . 
J1540  . 
J1550  . 
J1560  . 
J1642  . 
J1644  . 
J1850  . 
J1840  . 
J2270  . 
J2271  . 
J2320  . 
J2321  . 
J2322  . 
J2788  . 
J2790  . 
J2920  . 
J2930  . 
J3120  . 
J3130  . 
J3471  , 
J3472  , 
J7050 
J7040 
J7030 
J7515 
J7502 
J8520 
J8521 
J9060 
J9062 
J9070 
J9080 
J9090 
J9091 
J9092 
J9093 
J9094 
J9095 
J9096 
J9097 
J9100 
J9110 
J9130 
J9140 
J9250 
J9260 
J9280 
J9290 
J9291 
J9370 
J9375 
J9380 


Injection,  estradiol  valerate,  up  to  10  mg . 

Injection,  estradiol  valerate,  up  to  40  mg . 

Injection,  estradiol  valerate,  up  to  20  mg . 

Injection,  methylprednisolone  acetate,  20  mg  . . . 

Injection,  methylprednisolone  acetate,  40  mg  . 

Injection,  methylprednisolone  acetate,  80  mg  . 

Injection,  testosterone  cypionate,  up  to  100  mg . 

Injection,  testosterone  cypionate,  1  cc,  200  mg  . 

Injection,  filgrastim  (g-csf),  300  meg  . 

Injection,  filgrastim  (g-csf),  480  meg . 

Injection,  gamma  globulin,  intramuscular,  1  cc . 

Injection,  gamma  globulin,  intramuscular,  2  cc . 

Injection,  gamma  globulin,  intramuscular,  3  cc . 

Injection,  gamma  globulin,  intramuscular,  4  cc . 

Injection,  gamma  globulin,  intramuscular,  5  cc . 

Injection,  gamma  globulin,  intramuscular,  6  cc . 

Injection,  gamma  globulin,  intramuscular,  7  cc . 

Injection,  gamma  globulin,  intramuscular,  8  cc . 

Injection,  gamma  globulin,  intramuscular,  9  cc . 

Injection,  gamma  globulin,  intramuscular,  10  cc . 

Injection,  gamma  globulin,  intramuscular,  over  10  cc  . . 

Injection,  heparin  sodium,  (heparin  lock  flush),  per  10  units . . . 

Injection,  heparin  sodium,  per  1000  units . . 

Injection,  kanamycin  sulfate,  up  to  75  mg  . 

Injection,  kanamycin  sulfate,  up  to  500  mg  . 

Injection,  morphine  sulfate,  up  to  10  mg  . . 

Injection,  morphine  sulfate,  lOOmg  . . 

Injection,  nandrolone  decanoate,  up  to  50  mg  . . 

Injection,  nandrolone  decanoate,  up  to  100  mg  . 

Injection,  nandrolone  decanoate,  up  to  200  mg  . 

Injection,  rho  d  immune  globulin,  human,  minidose,  50  micrograms  (250  i.u.)  . 

Injection,  rho  d  immune  globulin,  human,  full  dose,  300  micrograms  (1500  i.u.)  . 

Injection,  methylprednisolone  sodium  succinate,  up  to  40  mg . 

Injection,  methylprednisolone  sodium  succinate,  up  to  125  mg . 

Injection,  testosterone  enanthate,  up  to  100  mg  . 

Injection,  testosterone  enanthate,  up  to  200  mg  . 

Injection,  hyaluronidase,  ovine,  preservative  free,  per  1  usp  unit  (up  to  999  usp  units) 

Injection,  hyaluronidase,  ovine,  preservative  free,  per  1000  usp  units  . 

Infusion,  normal  saline  solution,  250  cc . . . 

Infusion,  normal  saline  solution,  sterile  (500  ml=1  unit)  . . . . 

Infusion,  normeil  saline  solution,  1000  cc . 

Cyclosporine,  oral,  25  mg  . 

Cyclosporine,  oral,  100  mg  . . . 

Capecitabine,  oral,  150  mg . . . 

Capecitabine,  oral,  500  mg . .'. . . . 

Injection,  cisplatin,  powder  or  solution,  per  10  mg  . 

Cisplatin,  50  mg  . .' . 

Injection,  cyclophosphamide,  100  mg . 

Cyclophosphamide,  200  mg . 

Cyclophosphamide,  500  mg . 

Injection,  cyclophosphamide,  1.0  gram . 

Cyclophosphamide,  2.0  gram  . . . 

Injection,  cyclophosphamide,  lyophilized,  100  mg  .: . 

Cyclophosphamide,  lyophilized,  200  mg . 

Cyclophosphamide,  lyophilized,  500  mg . ; . 

Injection,  cyclophosphamide,  lyophilized,  1 .0  gram . 

Cyclophosphamide,  lyophilized,  2.0  gram  . 

Injection,  cytarabine,  100  mg . 

Injection,  cytarabine,  500  mg . . 

injection,  dacarbazine,  100  mg  ...; . : . 

Injection,  dacarbazine,  200  mg . 

Injection,  methotrexate  sodium,  5  mg . '. . 

Methotrexate  sodium,  50  mg  . . . 

Injection,  mitomycin,  5  mg  . 

Mitomycin,  20  mg . 

Mitomycin,  40  mg . ^ . 

Injection,  vincristine  sulfafe,  1  mg . 

Vincristine  sulfate,  2  mg . . . . 

Vincristine  sulfate,  5  mg . 


N 

N 

N 

N 

N 

N 

N 

N 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

K 

N 

N 

N- 

N 

N 

N 

K 

K 

K 

K 

K 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

K 

K 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

N 

K 

K 

K 

N 

N 

N 


Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


35323 


Table  24— HCPCS  Codes  to  Which  the  Proposed  CY  2010  Drug-Specific  Packaging  Determination 

Methodology  Applies— Continued 


CY2009 
HCPCS  code 


CY  2009  long  descriptor 


Proposed 
CY  2010 
SI 


00164 

00165 

00167 

00168 

00169 

00170 

00171 

00172 

00175 

00176 

00177 

00178 


Prochlorperazine  maleate,  5  mg,  oral,  Ida  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regi¬ 
men. 

Prochlorperazine  maleate,  10  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regi¬ 
men. 

Dronabinol,  2.5  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute  for 
an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regimen. 

Dronabinol,  5  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute  for 
an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regimen. 

Promethazine  hydrochloride,  12.5  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  thera¬ 
peutic  substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage 
regimen. 

Promethazine  hydrochloride,  25  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  thera¬ 
peutic  substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage 
regimen. 

Chlorpromazine  hydrochloride,  10  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  thera¬ 
peutic  substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage 
regimen. 

Chlorpromazine  hydrochloride,  25  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  thera¬ 
peutic  substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage 
regimen. 

Perphenazine,  4  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute  for 
an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regimen. 

Perphenazine,  8  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic  substitute  for 
an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regimen. 

Hydroxyzine  pamoate,  25  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regi¬ 
men. 

Hydroxyzine  pamoate,  50  mg,  oral,  fda  approved  prescription  anti-emetic,  for  use  as  a  complete  therapeutic 
substitute  for  an  iv  anti-emetic  at  the  time  of  chemotherapy  treatment,  not  to  exceed  a  48  hour  dosage  regi¬ 
men. 
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d.  Proposed  Packaging  of  Payment  for 
Diagnostic  Radiopharmaceuticals, 
Contrast  Agents,  and  Implantable 
Biologicals  (“Policy-Packaged”  Drugs 
and  Devices) 

Prior  to  CY  2008,  the  methodology  of 
calculating  a  product’s  estimated  per 
day  cost  and  comparing  it  to  the  annual 
OPPS  drug  packaging  threshold  was 
used  to  determine  the  packaging  status 
of  drugs,  biologicals,  and 
radiopharmaceuticals  under  the  OPPS 
(except  for  our  CY  2005  through  2009 
exemption  for  5-HT3  antiemetics). 
However,  as  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66766  through  66768),  we 
began  packaging  payment  for  all 
diagnostic  radiopharmaceuticals  and 
contrast  agents  into  the  payment  for  the 
associated  procedure,  regardless  of  their 
per  day  costs.  In  addition,  in  CY  2009 
we  adopted  a  policy  that  packaged  the 
payment  for  nonpass-through 
implantable  biologicals  into  payment  for 
the  associated  surgical  procedure  on  the 
claim  (73  FR  68633  through  68636).  We 
refer  to  diagnostic  radiopharmaceuticals 
and  contrast  agents  collectively  as 
“policy-packaged”  drugs  and  to 


implantable  biologicals  as  devices 
because  we  are  proposing  to  treat 
implantable  biologicals  as  devices  for  all 
OPPS  payment  purposes  beginning  in 
CY  2010. 

According  to  our  regulations  at 
§  419.2(h),  as  a  prospective  payment 
system,  the  OPPS  establishes  a  national 
payment  rate  that  includes  operating 
and  capital-related  costs  that  are 
directly  related  and  integral  to 
performing  a  procedure  or  furnishing  a 
service  on  an  outpatient  basis  including, 
but  not  limited  to,  implantable 
prosthetics,  implantable  durable 
medical  equipment,  and  medical  and 
surgical  supplies.  Packaging  costs  into  a 
single  aggregate  payment  for  a  service, 
encounter,  or  episode-of-care  is  a 
fundamental  principle  that 
distinguishes  a  prospective  payment 
system  from  a  fee  schedule.  In  general, 
packaging  the  costs  of  items  and 
services  into  the  payment  for  the 
primary  procedure  or  service  with 
which  they  are  associated  encourages 
hospital  efficiencies  and  also  enables 
hospitals  to  manage  their  resources  with 
maximum  flexibility. 

Prior  to  CY  2008,  we  noted  that  the 
proportion  of  drugs,  biologicals,  and 


radiopharmaceuticals  that  were 
separately  paid  under  the  OPPS  had 
increased  in  recent  years,  a  pattern  that 
we  also  observed  for  procedural  services 
under  the  OPPS.  Our  final  CY  2008 
policy  that  packaged  payment  for  all 
nonpass-through  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  regardless  of  their  per  day  costs, 
contributed  significantly  to  expanding 
the  size  of  the  OPPS  payment  bundles 
and  is  consistent  with  the  principles  of 
a  prospective  payment  system. 

We  believe  that  packaging  the 
payment  for  diagnostic 
radiopharmaceuticals  and  contrast 
agents  into  the  payment  for  their 
associated  procedures  continues  to  be 
appropriate  for  CY  2010.  As  discussed 
in  more  detail  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68645  through  68649),  we  presented 
several  reasons  supporting  our  initial 
policy  to  package  payment  of  diagnostic 
radiopharmaceuticals  and  contrast 
agents  into  their  associated  procedures 
on  a  claim.  Specifically,  we  stated  that 
we  believed  packaging  was  appropriate 
because;  (1)  The  statutory  requirement 
that  we  must  pay  separately  for  drugs 
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and  biologicals  for  which  the  per  day 
cost  exceeds  $50  under  section 
1833(t)(16KB)  of  the  Act  has  expired;  (2) 
we  believe  that  diagnostic 
radiophcirmaceuticals  and  contrast 
agents  function  effectively  as  supplies 
that  enable  the  provision  of  an 
independent  service;  and  (3)  section 
1833(t)(14)(A)(iii)  of  the  Act  requires 
that  payment  for  specified  covered 
outpatient  drugs  (SCODs)  be  set 
prospectively  based  on  a  measure  of 
average  hospital  acquisition  cost.  For 
these  reasons,  we  continue  to  believe 
that  our  proposal  to  continue  to  treat 
diagnostic  radiopharmaceuticals  and 
contrast  agents  differently  from  other 
SCODs  is  appropriate  for  CY  2010. 
Therefore,  we  are  proposing  to  continue 
packaging  payment  for  all  contrast 
agents  and  diagnostic 
radiopharmaceuticals,  collectively 
referred  to  as  “policy-packaged”  drugs, 
regardless  of  their  per  day  costs,  for  CY 
2010. 

For  more  information  on  how  we  are 
proposing  to  set  CY  2010  payment  rates 
for  nuclear  medicine  procedures  in 
which  diagnostic  radiopharmaceuticals 
are  used  and  echocardiography  services 
provided  with  and  without  contrast 
agents,  we  refer  readers  to  sections 
II.A.2.d.(5)  and  (4),  respectively,  of  this 
proposed  rule. 

In  CY  2009  (73  FR  68634),  we  began 
packaging  the  payment  for  all  nonpass¬ 
through  implantable  biologicals  into 
payment  for  the  associated  surgical 
procedure.  Because  implantable 
biologicals  may  sometimes  substitute  for 
nonbiological  devices,  we  noted  that  if 
we  were  to  provide  separate  payment 
for  implantable  biologicals  without 
pass-through  status,  we  would 
potentially  be  providing  duplicate 
device  payment,  both  through  the 
packaged  nonbiological  device  cost 
already  included  in  the  surgical 
procedure’s  payment  emd  sepmate 
biological  payment.  We  concluded  that 
we  saw  no  basis  for  treating  implantable 
biological  and  nonbiological  devices 
without  pass-through  status  differently 
for  OPPS  payment  purposes  because 
both  are  integral  to  and  supportive  of 
the  separately  paid  surgical  procedmes 
in  which  either  may  be  used.  Therefore, 
in  CY  2009,  we  adopted  a  final  policy 
to  package  payment  for  all  nonpass¬ 
through  implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice),  like  our  longstanding  policy 
that  packages  payment  for  all 
implantable  nonbiological  devices 
without  pass-through  status. 

For  CY  2010,  we  continue  to  believe 
that  the  policy  to  package  payment  for 
implantable  devices  that  are  integral  to 


the  performance  of  separately  paid 
procedures  should  also  apply  to 
payment  for  all  implantable  biologicals 
without  pass-through  status,  when  those 
biologicals  function  as  implantable 
devices.  Therefore,  we  are  proposing  to 
continue  to  package  payment  for 
nonpass-through  implantable 
biologicals  that  are  siu^gically  inserted  or 
implanted  (through  a  s^gical  incision 
or  a  natural  orifice)  into  the  body, 
referred  to  as  devices,  in  CY  2010.  In 
accordance  with  this  proposal,  two  of 
the  products  with  expiring  pass-through 
status  for  CY  2010  are  biologicals  that 
are  solely  surgically  implanted 
according  to  their  FDA-approved 
indications.  These  products  are 
described  by  HCPCS  codes  C9354 
(Acellular  pericardial  tissue  matrix  of  - 
non-human  origin  (Veritas),  per  square 
centimeter)  and  C9355  (Collagen  nerve 
cuff  (NeuroMatrix),  per  0.5  centimeter 
length).  Like  the  three  implantable 
biologicals  with  expiring  pass-through 
status  in  CY  2009  that  were  discussed 
in  the  CY2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68633 
through  68634),  we  believe  that  the  two 
biologicals  specified  above  with 
expiring  pass-through  status  for  CY 
2010  differ  from  other  biologicals  paid 
under  the  OPPS  in  that  they  specifically 
function  as  surgically  implanted 
devices.  As  a  result  of  the  proposed  CY 
2010  packaged  payment  methodology 
for  all  nonpass-through  implantable 
biologicals,  we  are  proposing  to  package 
payment  for  HCPCS  codes  C9354  and 
C9355  and  assign  them  status  indicator 
“N”  for  CY  2010.  In  addition,  any  new 
biologicals  without  pass-through  status 
that  are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  would  be  packaged  in  CY  2010. 
Moreover,  for  nonpass-tbrough 
biologicals  that  may  sometimes  be  used 
as  implantable  devices,  we  would 
continue  to  instruct  hospitals  to  not  bill 
separately  for  the  HCPCS  codes  for  the 
products  when  used  as  implantable 
devices.  This  reporting  would  ensure 
that  the  costs  of  these  products  that  may 
be,  but  are  not  always,  used  as 
implanted  biologicals  are  appropriately 
packaged  into  pa)nnent  for  the 
associated  implantation  procedures. 

3.  Proposed  Payment  for  Drugs  and 
Biologicals  Without  Pass-Through 
Status  That  Are  Not  Packaged 

a.  Proposed  Payment  for  Specified 
Covered  Outpatient  Drugs  (SCODs)  and 
Other  Separately  Payable  and  Packaged 
Drugs  and  Biologicals 

Section  1833(t)(14)  of  the  Act  defines 
certain  separately  payable 
radiopharmaceuticals,  drugs,  and 


biologicals  and  mandates  specific 
payments  for  these  items.  Under  section 
1833(t)(14)(B)(i)  of  the  Act,  a  “specified 
covered  outpatient  drug”  is  a  covered 
outpatient  drug,  as  defined  in  section 
1927(k)(2)  of  the  Act,  for  which  a 
separate  APC  has  been  established  and 
that  either  is  a  radiopharmaceutical 
agent  or  is  a  drug  or  biological  for  which 
payment  was  made  on  a  pass-through 
basis  on  or  before  December  31,  2002. 

Under  section  1833(t)(14)(B)(ii)  of  the 
Act,  certain  drugs  and  biologicals  are 
designated  as  exceptions  and  are  not 
included  in  the  definition  of  “specified 
covered,  outpatient  drugs,”  known  as 
SCODs.  These  exceptions  are — 

•  A  drug  or  biological  for  which 
payment  is  first  made  on  or  after 
January  1,  2003,  under  the  transitional 
pass-through  payment  provision  in 
section  1833(t)(6)  of  the  Act. 

•  A  drug  or  biological  for  which  a 
temporary  HCPCS  code  has  not  been 
assigned. 

•  During  CYs  2004  and  2005,  an 
orphan  drug  (as  designated  by  the 
Secretary). 

Section  1833(t)(14)(A)(iii)  of  the  Act 
requires  that  payment  for  SCODs  in  CY 
2006  and  subsequent  years  be  equal  to 
the  average  acquisition  cost  for  the  drug 
for  that  year  as  determined  by  the 
Secretary,  subject  to  any  adjustment  for 
overhead  costs  and  taking  into  accoimt 
the  hospital  acquisition  cost  survey  data 
collected  by  the  Government 
Accountability  Office  (GAO)  in  CYs 

2004  and  2005.  If  hospital  acquisition 
cost  data  are  not  available,  the  law 
requires  that  payment  be  equal  to 
payment  rates  established  under  the 
methodology  described  in  section 
1842(o),  section  1847A,  or  section 
1847B  of  the  Act,  as  calculated  and 
adjusted  by  the  Secretary  as  necessary. 

Section  1833(t)(14)(E)  of  the  Act 
provides  for  an  adjustment  in  OPPS 
payment  rates  for  overhead  and  related 
expenses,  such  as  pharmacy  services 
and  handling  costs.  Section 
1833(t)(14)(E)(i)  of  the  Act  required 
MedPAC  to  study  pharmacy  overhead 
and  to  make  recommendations  to  the 
Secretary  regarding  whether,  and  if  so 
how,  a  payment  adjustment  should  be 
made  to  compensate  hospitals  for  them. 
Section  1833(t)(14)(E)(ii)  of  the  Act 
authorizes  the  Secretary  to  adjust  the 
weights  for  ambulatory  procedure 
classifications  for  SCODs  to  take  into 
account  the  findings  of  the  MedPAC 
study. 

In  the  CY  2006  OPPS  proposed  rule 
(70  FR  42728),  we  discussed  the  Jrme 

2005  report  by  MedPAC  regarding 
pharmacy  overhead  costs  in  HOPDs  and 
summarized  the  findings  of  that  study: 
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•  Handling  costs  for  drugs, 
biologicals,  and  radiopharmaceuticals 
administered  in  the  HOPD  are  not 
insignificant; 

•  Little  information  is  available  about 
the  magnitude  of  pharmacy  overhead 
costs; 

•  Hospitals  set  charges  for  drugs, 
hiologicals,  and  radiopharmaceuticals  at 
levels  that  reflect  their  respective 
handling  costs;  and 

•  Hospitals  vary  considerably  in  their 
likelihood  of  providing  services  which 
utilize  drugs,  biologicals,  or 
radiopharmaceuticals  with  different 
handling  costs. 

As  a  result  of  these  findings,  MedPAC 
developed  seven  drug  categories'  for 
pharmacy  and  nuclear  medicine 
handling  costs  based  on  the  estimated 
level  of  hospital  resources  used  to 
prepare  the  products  (70  FR  42729). 
Associated  with  these  categories  were 
two  recommendations  for  accurate 
payment  of  pharmacy  overhead  under 
the  OPPS. 

1.  CMS  should  establish  separate, 
budget  neutral  payments  to  cover  the 
costs  hospitals  incur  for  handling 
separately  payable  drugs,  biologicals, 
and  radiopharmaceuticals. 

2.  CMS  should  define  a  set  of 
handling  fee  APCs  that  group  drugs, 
biologicals,  and  radiopharmaceuticals 
based  on  attributes  of  the  products  that 
affect  handling  costs;  CMS  should 
instruct  hospitals  to  submit  charges  for 
these  APCs  and  base  payment  rates  for 
the  handling  fee  APCs  on  submitted 
charges  reduced  to  costs. 

In  response  to  the  MedPAC  findings, 
in  the  CY  2006  OPPS  proposed  rule  (70 
FR  42729),  we  discussed  our  belief  that, 
because  of  the  varied  handling  resources 
required  to  prepare  different  forms  of 
drugs,  it  would  be  impossible  to 
exclusively  and  appropriately  assign  a 
drug  to  a  certain  overhead  category  that 
would  apply  to  all  hospital  outpatient 
uses  of  the  drug.  Therefore,  our  CY  2006 
OPPS  proposal  included  a  proposal  to 
establish  three  distinct  Level  II  HCPCS 
C-codes  and  three  corresponding  APCs 
for  drug  handling  categories  to 
differentiate  overhead  costs  for  drugs 
and  biologicals  (70  FR  42730).  We  also 
proposed:  (1)  To  combine  several 
overhead  categories  recommended  by 
MedPAC;  (2)  to  establish  three  drug 
handling  categories,  as  we  believed  that 
larger  groups  would  minimize  the 
number  of  drugs  that  may  fit  into  more 
than  one  category  and  would  lessen  any 
undesirable  payment  policy  incentives 
to  utilize  particular  forms  of  drugs  or 
specific  preparation  methods;  (3)  to 
collect  hospital  charges  for  these  C- 
codes  for  2  years;  and  (4)  to  ultimately 
base  payment  for  the  corresponding 


drug  handling  APCs  on  CY  2006  claims 
data  available  for  the  CY  2008  OPPS. 

In  the  CY  2006  OPPS  final  rule  with 
comment  period  (70  FR  68659  through 
68665),  we  discussed  the  public 
comments  we  received  on  our  proposal 
regcU'ding  pharmacy  overhead.  The 
overwhelming  majority  of  commenters 
did  not  support  our  proposal  and  urged 
us  not  to  finalize  this  policy,  as  it  would 
be  administratively  burdensome  for 
hospitals  to  establish  charges  for  HCPCS 
codes  for  pharmacy  overhead  and  to 
report  them.  Therefore,  we  did  not 
finalize  this  proposal  for  CY  2006. 
Instead,  we  established  payment  for 
separately  payable  drugs  and  biologicals 
at  ASP+6  percent,  which  we  calculated 
by  comparing  the  estimated  aggregate 
cost  of  separately  payable  drugs  and 
biologicals  in  our  claims  data  to  the 
estimated  aggregate  ASP  dollars  for 
sepcU'ately  payable  drugs  and 
biologicals,  using  the  ASP  as  a  proxy  for 
average  acquisition  cost  (70  FR  68642). 
Hereinafter,  we  refer  to  this 
methodology  as  our  standard  drug 
payment  methodology.  We  concluded 
that  payment  for  drugs  and  biologicals 
and  pharmacy  overhead  at  a  combined 
ASP+6  percent  rate  would  serve  as  the 
best  proxy  for  the  combined  acquisition 
and  overhead  costs  of  each  of  these 
products. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68091),  we 
finalized  our  proposed  policy  to  provide 
a  single  payment  of  ASP+6  percent  for 
the  hospital’s  acquisition  cost  for  the 
drug  or  biological  and  all  associated 
pharmacy  overhead  and  handling  costs. 
The  ASP+6  percent  rate  that  we 
finalized  was  higher  than  the  equivalent 
average  ASP-based  amount  calculated 
from  claims  of  ASP+4  percent  according 
to  our  standard  drug  payment 
methodology,  but  we  adopted  payment 
at  ASP+6  percent  for  stability  while  we 
continued  to  examine  the  issue  of  the 
costs  of  pharmacy  overhead  in  the 
HOPD. 

In  the  CY  2008  OPPS/ASC  proposed 
rule  (72  FR  42735),  in  response  to 
ongoing  discussions  with  interested 
parties,  we  proposed  to  continue  our 
methodology  of  providing  a  combined 
payment  rate  for  drug  and  biological 
acquisition  and  pharmacy  overhead 
costs.  We  also  proposed  to  instruct 
hospitals  to  remove  the  pharmacy 
overhead  charge  for  both  packaged  and 
separately  payable  drugs  and  biologicals 
from  the  ch^ge  for  the  drug  or 
biological  and  report  the  pharmacy 
overhead  charge  on  an  uncoded  revenue 
code  line  on  the  claim.  We  believed  that 
this  would  provide  us  with  an  avenue 
for  collecting  pharmacy  handling  cost 
data  specific  to  drugs  in  order  to 


package  the  overhead  costs  of  these 
items  into  the  associated  procedures, 
most  likely  drug  administration 
services.  Similar  to  the  public  response 
to  our  CY  2006  pharmacy  overhead 
proposal,  the  overwhelming  majority  of 
commenters  did  not  support  our  CY 

2008  proposal  and  urged  us  to  not 
finalize  this  policy  (72  FR  66761).  At  its 
September  2007  meeting,  the  APC  Panel 
recommended  that  hospitals  not  be 
required  to  separately  report  charges  for 
pharmacy  overhead  and  handling  and 
that  payment  for  overhead  be  included 
as  part  of  drug  payment.  The  APC  Panel 
also  recommended  that  CMS  continue 
to  evaluate  alternative  methods  to 
standardize  the  capture  of  pharmacy 
overhead  costs  in  a  manner  that  is 
simple  to  implement  at  the 
organizational  level  (72  FR  66761). 
Because  of  concerns  expressed  by  the 
APC  Panel  and  public  commenters,  we 
did  not  finalize  the  proposal  to  instruct 
hospitals  to  separately  report  pharmacy 
overhead  charges  for  CY  2008.  Instead, 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66763),  we 
finalized  a  policy  of  providing  payment 
for  separately  payable  drugs  and 
biologicals  and  their  pharmacy 
overhead  at  ASP+5  percent  as  a 
transition  ft'om  their  CY  2007  payment 
of  ASP+6  percent  to  payment  based  on 
the  equivalent  average  ASP-based 
payment  rate  calculated  from  hospital 
claims  according  to  our  standard  drug 
payment  methodology,  which  was 
ASP+3  percent  for  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period. 
Hospitals  continued  to  include  charges 
for  pharmacy  overhead  costs  in  the  line- 
item  charges  for  the  associated  drugs 
reported  on  claims. 

For  CY  2009,  we  proposed  to  pay 
separately  payable  drugs  and  biologicals 
at  ASP+4  percent,  including  both 
SCODs  and  other  drugs  without  CY 

2009  OPPS  pass-through  status,  based 
on  our  standard  drug  payment 
methodology,  and  we  also  proposed  to 
split  the  Drugs  Charged  to  Patients  cost 
center  into  two  cost  centers:  One  for 
drugs  with  high  pharmacy  overhead 
costs  and  one  for  drugs  with  low 
pharmacy  overhead  costs  (73  FR  41492). 
We  noted  that  we  expected  that  CCRs 
from  the  proposed  new  cost  centers 
would  be  available  in  2  to  3  years  to 
refine  OPPS  drug  cost  estimates  by 
accounting  for  differential  hospital 
markup  practices  for  drugs  with  high 
and  low  overhead  costs.  After 
consideration  of  the  public  comments 
received  and  the  APC  Panel 
recommendations,  we  finalized  a  CY 
2009  policy  (73  FR  68659)  to  provide 
payment  for  separately  payable 
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nonpass-through  drugs  and  biologicals 
based  on  costs  calculated  from  hospital 
claims  at  a  1-year  transitional  rate  of 
ASP+4  percent,  in  the  context  of  an 
equivalent  average  ASP-based  payment 
rate  of  ASP+2  percent  calculated 
according  to  our  standard  drug  payment 
methodology  from  the  final  rule  claims 
and  cost  report  data.  We  did  not  finalize 
our  proposal  to  split  the  single  standard 
Drugs  Charged  to  Patients  cost  center 
into  two  cost  centers  largely  due  to 
concerns  raised  to  us  by  hospitals  about 
the  associated  administrative  burden. 
Instead,  we  indicated  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68659)  that  we  would 
continue  to  explore  other  potential 
approaches  to  improve  our  drug  cost 
estimation  methodology,  thereby 
increasing  payment  accuracy  for 
separately  payable  drugs  and 
biologicals. 

In  response  to  the  CMS  proposals  for 
the  CY  2008  and  CY  2009  OPPS,  a  group 
of  pharmacy  stakeholders  (hereinafter 
referred  to  as  the  pharmacy 
stakeholders),  including  some  cancer 
hospitals,  some  pharmaceutical 
manufacturers,  and  some  hospital  and 
professional  associations,  commented 
that  CMS  should  pay  an  acquisition  cost 
of  ASP+6  percent  for  separately  payable 
drugs,  should  substitute  ASP+6  percent 
for  the  packaged  cost  of  all  packaged 
drugs  and  biologicals  on  procedure 
claims,  and  should  redistribute  the 
diff^erence  between  the  aggregate 
estimated  packaged  drug  cost  in  claims 
and  payment  for  all  drugs,  including 
packaged  drugs  at  ASP+6  percent,  as 
separate  pharmacy  overhead  payments 
for  separately  payable  drugs.  They 
indicated  that  this  approach  would 
preserve  the  aggregate  drug  cost 
observed  in  the  claims  data,  while 
significantly  increasing  pa5mient 
accuracy  for  individual  drugs  and 
procedures  using  packaged  drugs.  Their 
suggested  approach  would  provide  a 
separate  overhead  payment  for  each 
separately  payable  drug  or  biological  at 
one  of  three  different  levels,  depending 
on  the  pharmacy  stakeholders’ 
assessment  of  the  complexity  of 
pharmacy  handling  associated  with 
each  specific  drug  or  biological  (73  FR 
68651  through  68652).  Each  separately 
payable  drug  or  biological  HCPCS  code 
would  be  assigned  to  one  of  the  three 
overhead  categories,  and  the  separate 
pharmacy  overhead  payment  applicable 
to  the  category  would  be  made  when 
each  of  the  separately  payable  drugs  or 
biologicals  was  paid. 

At  the  February  2009  meeting,  the 
APC  Panel  recommended  that  CMS  pay 
for  the  acquisition  cost  of  all  separately 
payable  drugs  at  no  less  than  ASP+6 


percent.  The  APC  Panel  also 
recommended  that  CMS  package 
payment  at  ASP+6  percent  on  claims  for 
all  drugs  that  are  not  separately  payable 
and  use  the  difference  between  these 
rates  and  CMS’  cost  derived  from 
charges  to  create  a  pool  to  provide  more 
appropriate  payment  for  pharmacy 
service  costs  and  that  CMS  pay  for 
pharmacy  services  costs  using  this  pool, 
applying  a  tiered  approach  to  payments 
based  on  some  objective  criteria  related 
to  the  pharmacy  resources  required  for 
groups  of  drugs.  The  APC  Panel  further 
recommended  that,  if  CMS  does  not 
implement  the  drug  payment 
recommendations  specified  above,  CMS 
should  exclude  data  from  hospitals  that 
participate  in  the  340B  Federal  drug 
pricing  program  from  its  ratesetting 
calculations  for  drugs  and  CMS  should 
pay  340B  hospitals  in  the  same  manner 
as  it  pays  non-340B  hospitals.  Hospitals 
th^t  participate  in  the  340B  program  are 
generally  hospitals  that  serve  a 
disproportionate  share  of  low-income 
patients  and  receive  disproportionate 
share  payments  under  the  IPPS.  These 
facilities  may  acquire  outpatient  drugs 
and  biologicals  at  prices  that  are 
substantially  below  ASP  because  the 
340B  program  requires  drug 
manufacturers  to  provide  outpatient 
drugs  to  eligible  entities  at  a  reduced 
price  and  these  reduced  price  sales  are 
not  included  in  the  ASP  submissions  of 
manufacturers  to  Medicare.  Public 
presenters  at  the  Febructry  2009  APC 
Panel  meeting  emphasized  that  the 
purpose  of  the  340B  Federal  drug 
pricing  program  is  to  ensure  access  to 
drugs  for  low-income  patients  by 
supplementing  the  hi^er  cost  of 
providing  care  to  low-income  patients 
born  by  hospitals  serving  a 
disproportionate  share  of  these  patients. 
The  agenda,  recommendations,  and 
report  from  the  February  2009  APC 
Panel  meeting  are  posted  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
FACA.  We  respond  to  these  APC  Panel 
recommendations  in  our  discussion  of 
the  proposed  CY  2010  policy  that 
follows. 

b.  Proposed  Payment  Policy 

Section  1833(t)(14)(A)(iii)  of  the  Act, 
as  described  above,  continues  to  be 
applicable  to  determining  payments  for 
SCODs  for  CY  2010.  This  provision 
requires  that  payment  for  SCODs  be 
equal  to  the  average  acquisition  cost  for 
the  drug  for  that  year  as  determined  by 
the  Secretary,  subject  to  any  adjustment 
for  overhead  costs  and  taking  into 
account  the  hospital  acquisition  cost 
survey  data  collected  by  the  GAO  in 
CYs  2004  and  2005.  If  hospital 
acquisition  cost  data  are  not  available. 


the  law  requires  that  payment  be  equal 
to  payment  rates  established  under  the 
methodology  described  in  section 
1842(o),  section  1847A,  or  section 
1847B  of  the  Act,  as  calculated  and 
adjusted  by  the  Secretary  as  necessary. 

In  addition,  section  1833(t)(14)(E)(ii)  of 
the  Act  authorizes  the  Secretary  to 
adjust  APC  weights  to  take  into  account 
the  2005  MedPAC  report  relating  to 
overhead  and  related  expenses,  such  as 
pharmacy  services  and  handling  costs. 
Since  CY  2006,  when  we  first  adopted 
our  standard  methodology  of  paying  for 
separately  payable  drugs  and  biologicals 
based  on  the  equivalent  average  ASP- 
based  payment  rate  calculated  from 
claims  and  cost  report  data,  we  have 
applied  this  methodology  to  payment 
for  all  separately  payable  drugs  and 
biologicals  without  pass-through  status, 
both  SCODs  and  other  drugs  and 
biologicals  that  do  not  meet  the 
statutory  definition  of  SCODs.  We  have 
seen  no  reason  to  distinguish  SCODs 
from  these  other  separately  payable 
drugs  and  biologicds,  and  under  our 
standard  drug  payment  methodology, 
we  have  used  the  costs  from  hospital 
claims  data  as  a  proxy  for  the  average 
hospital  acquisition  cost  that  the  statute 
requires  for  payment  of  SCODs  and  to 
provide  payment  for  the  associated 
pharmacy  overhead  cost. 

We  are  proposing  that,  for  CY  2010, 
we  would  m^e  payment  for  separately 
payable  drugs  and  biologicals  not 
receiving  pass-through  payment  at 
ASP+4  perceiit,  which  would  continue 
to  include  payment  for  both  the 
acquisition  costs  of  separately  payable 
drugs  and  biologicals  cmd  the  pharmacy 
overhead  costs  applicable  to  these 
separately  payable  drugs  and 
biologicals.  Based  on  the  rationale 
described  below,  we  believe  that 
approximately  $150  million  of  the 
estimated  $395  million  total  in 
pharmacy  overhead  cost,  specifically 
between  one-third  and  one-hedf  of  that 
cost,  included  in  our  claims  data  for 
packaged  drugs  and  biologicals  above 
the  aggregate  ASP  dollars  of  these 
packaged  products  should  be  attributed 
to  separately  payable  drugs  and 
biologicals  to  provide  an  adjustment  for 
the  pharmacy  overhead  costs  of  these 
separately  payable  products.  As  a  result, 
we  also  are  proposing  to  reduce  the  cost 
of  packaged  drugs  and  biologicals  that  is 
included  in  the  payment  for  procedural 
APCs  to  offset  the  $150  million 
adjustment  to  payment  for  separately 
payable  drugs  and  biologicals.  We  are 
proposing  that  any  redistribution  of 
pharmacy  overhead  cost  that  may  arise 
from  CY  2010  final  rule  data  would 
occur  only  from  some  drugs  and 
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biologicals  to  other  drugs  and 
biologicals, -thereby  maintaining  the 
estimated  total  cost  of  drugs  and 
biologicals  (no  redistribution  of  cost 
would  occur  from  other  services  to 
drugs  and  biologicals  or  vice  versa)  that 
we  calculate  based  on  the  charges  and 
costs  reported  by  hospitals  on  claims 
and  cost  reports. 

Using  our  CY  2010  proposed  rule 
data,  and  applying  our  longstanding 
methodology  for  calculating  the  total 
cost  of  separately  payable  drugs  and 
biologicals  in  our  claims  compared  to 
the  ASP  dollars  for  the  same  drugs  and 


biologicals,  without  applying  the 
proposed  overhead  cost  redistribution, 
we  determined  that  the  estimated 
aggregate  cost  of  separately  payable 
drugs  and  biologicals  (status  indicators 
“K”  and  “G”),  including  acquisition  and 
pharmacy  overhead  costs,  is  equivalent 
to  ASP-2  percent.  Therefore,  imder  our 
standard  drug  payment  methodology, 
we  would  pay  for  separately  payable 
drugs  and  biologicals  at  ASP  -  2  percent 
for  CY  2010,  their  equivalent  average 
ASP-based  payment  rate.  We  also 
determined  that  the  estimated  aggregate 
cost  of  packaged  drugs  and  biologicals 


(status  indicator  “N”),  including 
acquisition  and  pharmacy  overhead 
costs,  is  equivalent  to  ASP+247  percent. 
We  found  that  the  estimated  aggregate 
cost  for  all  drugs  and  biologicals  (status 
indicators  “N,”  “K,”  and  “G”), 
including  acquisition  and  pharmacy 
overhead  costs,  is  equivalent  to  ASP+13 
percent.  For  a  detailed  explanation  of 
our  standard  process  for  these 
calculations,  we  refer  readers  to  the  CY 
2006  OPPS  proposed  rule  (70  FR 
42725).  Table  25  summarizes  these 
findings. 


Table  25— Standard  Drug  Payment  Methodology  Using  CY  2010  OPPS  Proposed  Rule  Data:  ASP+X 

Calculation 


Total  ASP  dol¬ 
lars  for  drugs 
and  biologicals 
in  claims  data 
(in  millions)  * 

1 

Total  cost  of 
drugs  and 
biologicals  in 
claims  data 
(in  millions)  “ 

- 1 

1 

Ratio  of  cost 
to  ASP 

ASP+X 

percent 

1 

Packaged  Drugs  and  Biologicals  . 

Separately  Payable  Drugs  and  Biologicals . 

All  Drugs  and  Biologicals . . 

$160 

2,589 

$555 

2,539 

3.47 

0.98 

ASP+247 

ASP-2 

2,749 

3,094 

1.13 

ASP+13 

‘Total  April  2009  ASP  dollars  (ASP  multiplied  by  drug  or  biological  units  in  CY  2008  claims)  for  drugs  and  biologicals  with  a  HCPCS  code  and 
ASP  information. 

“Total  cost  in  the  CY  2008  claims  data  for  drugs  and  biologicals  with  a  HCPCS  code  and  April  2009  ASP  information. 


We  recognize  that  there  may  be 
concern  over  whether  the  actual  full 
cost  (acquisition  and  pharmacy 
overhead)  of  separately  payable  drugs 
and  biologicals  could  be  2  percent  less 
than  ASP  for  these  products,  although 
we  do  not  have  ASP  information 
specifically  for  their  sales  to  hospitals. 
Similarly,  we  acknowledge  that  a  full 
cost  (acquisition  and  pharmacy 
overhead)  of  ASP-i-247  percent  for 
packaged  drugs  may  seem  relatively 
high.  When  we  subtract  the  total  ASP 
dollars  for  packaged  drugs  and 
biologicals  in  the  CY  2008  claims  data 
($160  million),  our  proxy  for  their 
acquisition  cost,  from  the  total  cost  of 
packaged  drugs  and  biologicals  in  the 
same  claims  ($555  million),  we  find  that 
the  difference,  which  we  view  as  the 
pharmacy  overhead  cost  currently 
attributed  to  packaged  drugs  and 
biologicals  is  $395  million.  While  we 
cmrently  have  no  way  of  assessing 
whether  this  current  distribution  of 
overhead  cost  to  packaged  drugs  and 
biologicals  is  appropriate,  we 
acknowledge  that  the  current  method  of 
converting  billed  charges  to  costs  has 
the  potential  to  “compress”  the 
calculated  costs  to  some  degree.  Further, 
we  recognize  that  the  attribution  of 
pharmacy  overhead  costs  to  packaged  or 
separately  payable  drugs  and  biologicals 
through  our  standard  drug  payment 
methodology  of  a  combined  payment  for 


acquisition  and  pharmacy  overhead 
costs  depends,  in  part,  on  the  treatment 
of  all  drugs  and  biologicals  each  year 
under  our  annual  drug  packaging 
threshold.  Changes  to  the  packaging 
threshold  may  result  in  changes  to 
payment  for  the  overhead  cost  of  drugs 
and  biologicals  that  do  not  reflect  actual 
changes  in  hospital  pharmacy  overhead 
cost' for  those  products.  For  these 
reasons,  we  believe  that  some  portion, 
but  not  all,  of  the  $395  million  in  total 
overhead  cost  that  is  associated  with 
packaged  drugs  and  biologicals  based  on 
our  standard  drug  payment 
methodology  should,  at  least  for  CY 
2010,  be  attributed  to  separately  payable 
drugs  and  biologicals.  Although  we 
believe  that  for  CY  2010  it  would  be 
prudent  to  redistribute  some  pharmacy 
overhead  cost  between  packaged  drugs 
and  biologicals  at  ASP+247  percent  and 
separately  payable  drugs  at  ASP  -  2 
percent  that  would  result  from  our 
standard  drug  payment  methodology, 
the  amount  of  overhead  cost 
redistribution  that  would  be  appropriate 
between  the  packaged  and  separately 
payable  drugs  and  biologicals  in  a 
payment  system  that  is  fundamentally 
based  on  averages  is  not  fully  evident. 
Pharmacy  overhead  cost  includes,  but  is 
not  limited  to,  some  costs  of  indirect 
overhead  that  are  shared  hy  all  hospital 
items  and  services,  such  as 
administrative  and  general  costs,  capital 


costs,  staff  benefits,  and  other  facility 
costs.  With  regard  to  these  indirect 
overhead  costs,  the  amount  of  indirect 
overhead  cost  that  is  attributable  to  an 
inexpensive  (typically  packaged)  drug  is 
the  .same  in  dollar  value  as  the  amount 
of  indirect  overhead  cost  that  is 
attributable  to  an  extremely  costly  drug 
(typically  separately  payable).  Hence, 
the  indirect  overhead  costs  that  are 
common  to  all  drugs  and  biologicals 
have  no  relationship  to  the  cost  of  an 
individual  drug  or  biological,  or  to  the 
complexity  of  the  handling,  preparation, 
or  storage  of  that  individual  drug  or 
biological.  Therefore,  we  believe  that 
the  indirect  overhead  cost  alone  for  an 
inexpensive  drug  or  biological  could  be 
far  in  excess  of  the  ASP  for  that 
inexpensive  product. 

Layered  on  these  indirect  overhead 
costs  are  the  pharmacy  overhead  direct 
costs  of  staff,  supplies,  and  equipment 
that  are  directly  attributable  only  to  the 
storage,  handling,  preparation,  and 
distribution  of  drugs  and  biologicals  and 
which  do  vary,  sometimes  considerably, 
depending  upon  the  drug  being 
furnished.  As  we  indicate  above,  in  its 
June  2005  Report  to  Congress,  MedPAC 
found  that  drugs  can  be  categorized  into 
seven  different  categories  based  on  the 
handling  costs  (that  is,  the  dirrt;t  costs) 
incurred  (70  FR  42729).  Similarly,  the 
pharmacy  stakeholders,  whose 
suggested  approach  the  APC  Panel 
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recommended  that  we  accept  for  CY 
2010,  identified  three  categories  of 
pharmacy  overhead  complexity  with 
variable  costs,  to  which  they  assigned 
individual  drugs  and  biologicals  for 
purposes  of  implementing  their 
recommended  redistribution  of  the 
difference  between  aggregate  dollars  for 
all  drugs  and  biologicals  at  ASP+6 
percent  and  aggregate  cost  for  all  drugs 
and  biologicals  in  the  claims  data  as 
additional  pharmacy  overhead 
payments. 

We  acknowledge  that  the  observed 
combined  payment  for  acquisition  and 
pharmacy  overhead  costs  of  ASP  —  2 
percent  for  separately  payable  drugs  and 
biologicals  may  be  too  low  and 
ASP+247  percent  for  packaged  drugs 
and  biologicals  in  the  CY  2010  claims 
data  may  be  too  high.  However,  we  also 
believe  that  the  pharmacy  stakeholders’ 
recommendation  to  set  packaged  drug 
and  biologicals  dollars  to  ASP+6 
percent  is  inappropriate  given  our 
understanding  that  an  equal  allocation 
of  indirect  overhead  costs  among 
packaged  and  separately  payable  drugs 
and  biologicals  would  lead  to  a  higher 
observed  ASP+X  percent  than  ASP+6 
percent  for  packaged  drugs  and 
biologicals.  As  discussed  above,  the 
indirect  overhead  costs  that  are  common 
to  all  drugs  and  biologicals  have  no 


relationship  to  the  cost  of  an  individual 
drug  or  biological,  or  to  the  complexity 
of  the  handling,  preparation,  or  storage 
of  that  individual  drug  or  biological. 
Therefore,  we  believe  that  the  indirect 
overhead  cost  alone  for  an  inexpensive 
drug  or  biological  which  would  be 
packaged  could  be  far  in  excess  of  the 
ASP  for  that  inexpensive  product.  In 
contrast,  we  would  expect  that  the 
indirect  overhead  cost  alone  for  an 
expensive  drug  or  biological  which 
would  be  separately  paid  could  be  far 
less  than  the  ASP  for  that  expensive 
product. 

Therefore,  we  believe  that  some 
middle  ground  would  represent  the 
most  accurate  redistribution  of 
pharmacy  overhead  cost.  The 
assumption  that  approximately  one- 
third  to  one-half  of  the  total  pharmacy 
overhead  cost  currently  associated  with 
packaged  drugs  and  biologicals  is  a 
function  of  both  charge  compression 
and  our  choice  of  an  annual  drug 
packaging  threshold  offers  a  more 
appropriate  allocation  of  drug  and 
biological  cost  to  separately  payable 
drugs  and  biologicals.  One-third  of  the 
$395  million  of  pharmacy  overhead  cost 
associated  with  packaged  drugs  and 
biologicals  is  $132  million,  whereas 
one-half  is  $198  million.  Within  the 
one-third  to  one-half  parameters,  we  are 


proposing  that  reallocating  $150  million 
in  drug  and  biological  cost  observed  in 
the  claims  data  fi'om  packaged  drugs 
and  biologicals  to  separately  payable 
drugs  and  biologicals  for  CY  2010 
would  more  appropriately  distribute 
pharmacy  overhead  cost  among 
packaged  and  separately  payable  drugs 
and  biologicals  than  either  of  the  two 
other  options,  that  is,  paying  for 
separately  payable  drugs  and  biologicals 
at  ASP  —  2  percent  according  to  our 
standard  drug  payment  methodology  or 
adopting  the  pharmacy  stakeholders’ 
recommendation.  If  we  attribute  $150 
million  in  additional  cost  to  the 
payment  for  the  drugs  and  biologicals 
we  are  proposing  to  pay  separately  for 
the  CY  2010  OPPS,  we  calculate  a 
payment  rate  for  separately  payable 
drugs  and  biologic^s  of  ASP+4  percent 
as  displayed  in  Table  26.  Thus,  we  are 
proposing  a  phsirmacy  overhead 
adjustment  for  separately  payable  drugs 
and  biologicals  in  CY  2010  that  would 
result  in  Aeir  payment  at  ASP+4 
percent.  We  would  accomplish  this 
adjustment  by  redistributing  one-third 
to  one-half  of  the  pharmacy  overhead 
cost  of  packaged  drugs  and  biologicals 
($150  million),  which  represents  a 
reduction  in  the  packaged  drug  and 
biological  cost  in  the  CY  2010  claims 
data  of  27  percent. 


Table  26— Proposed  CY  2010  Pharmacy  Overhead  Adjustment  Payment  Methodology  for  Separately 

Payable  and  Packaged  Drugs  and  Biologicals 


Total  ASP  dol¬ 
lars  for  drugs 
and  biologicals 
in  claims  data 
(in  millions)  * 

Total  cost  of 
drugs  and 
biologicals  in 
claims  data 
after  adjust¬ 
ment 

(in  millions)  ** 

Ratio  of  cost 
to  ASP 
(column  C/ 
column  B) 

ASP+X 

percent 

Packaged  Drugs  and  Biologicals  . 

Separately  Payable  Drugs  and  Biologicals . 

$160 

2,589 

$405 

2,689 

2.53 

1.04 

ASP+153 

ASP+4 

All  Drugs  and  Biologicals . r . 

2,749 

3,094 

1.13 

ASP+13 

*  Total  April  2009  ASP  dollars  (ASP  multiplied  by  drug  or  biological  units  in  CY  2008  claims)  for  drugs  and  biologicals  with  a  HCPCS  code  and 
ASP  information. 

**  Total  cost  in  the  CY  2008  claims  data  for  drugs  and  biologicals  with  a  HCPCS  code  and  April  2009  ASP  information. 


We  note  that  we  are  not  proposing  to  setting.  As  we  stated  in  the  CY2008  that  they  consider  the  acquisition  and 

redistribute  pharmacy  overhead  cost  OPPS/ASC  final  rule  with  comment  pharmacy  overhead  costs  of  drugs  in 

from  packaged  to  sepeirately  payable  period  (72  FR  66613),  we  believe  it  is  setting  their  charges  for  drugs,  and  we 

drugs  and  biologicals  utilizing  a  important  that  the  OPPS  create  have  continued  to  provide  a  single 

methodology  that  would  provide  a  incentives  for  hospitals  to  provide  only  payment  for  the  acquisition  and 

separate  pharmacy  overhead  payment  necessary,  high  quality  care  and  to  pharmacy  overhead  costs  of  separately 

for  each  separately  payable  drug  and  provide  that  care  as  efficiently  as  payable  drugs  and  biologicals  under  the 

biological  based  on  its  pharmacy  possible.  We  have  considered  in  recent  OPPS  consistent  with  this  hospital 

complexity.  The  OPPS  is  a  prospective  years  how  we  could  increase  packaging  charging  practice.  While  we  have 

payment  system  that  provides  payment  under  the  OPPS  in  a  manner  that  would  worked  to  develop,  and  are  now 

for  groups  of  services  and  we  believe  create  incentives  for  efficiency  while  proposing,  a  refined  payment 

that  it  is  important,  at  a  minimum,  to  providing  hospitals  with  flexibility  to  methodology  for  drugs  and  biologicals 

maintain  the  current  size  of  the  OPPS  provide  care  in  the  most  appropriate  for  the  CY  2010  OPPS  that  we  believe 

payment  bimdles,  in  order  to  encourage  way  for  each  Medicare  beneficiary.  would  pay  more  accurately  for  the 

efficiency  in  the  hospital  outpatient  Hospitals  have  repeatedly  explained  pharmacy  overhead  cost  of  packaged 
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and  separately  payable  drugs  and 
biologicals,  we  do  not  believe  it  would 
be  appropriate  to  unbundle  the  current 
single  combined  payment  for  the 
acquisition  and  overhead  costs  of  a 
separately  payable  drug  into  two 
distinct  payments,  a  drug  payment  and 
a  pharmacy  overhead  payment. 
Furthermore,  we  note  that  section 
1833(t)(14){E)(ii)  of  the  Act  specifically 
authorizes  the  Secretary  to  adjust  the 
APC  payment  weights  for  SCODs  to  take 
into  account  the  recommendations  of 
MedPAC  on  pharmacy  overhead  costs. 
We  believe  our  proposed  CY  2010 
approach  that  would  adjust  the  APC 
payment  for  separately  payable  drugs 
and  biologicals  to  more  accurately  pay 
for  their  associated  pharmacy  overhead 
cost,  rather  than  provide  a  separate 
payment  for  a  drug’s  pharmacy 
overhead  cost  each  time  the  product  is 
separately  paid,  is  consistent  with  this 
statutory  provision.  Therefore,  we  are 
proposing  to  continue  to  make  a  single 
bundled  payment  for  the  acquisition 
and  pharmacy  overhead  costs  of 
separately  payable  drugs  and  biologicals 
under  the  CY  2010  OPPS,  an  approach 
we  believe  both  continues  to  encourage 
hospital  efficiencies  in  the  provision  of 
drugs  and  biologicals  to  Medicare 
beneficiaries  in  the  hospital  outpatient 
setting  and  improves  payment  accuracy 
for  the  acquisition  and  pharmacy 
overhead  costs  of  drugs  and  biologicals. 

To  confirm  the  portion  of  the  $395 
million  in  estimated  pharmacy  overhead 
cost  currently  associated  with  packaged 
drugs  and  biologicals  that  should  be 
attributable  to  separately  payable  drugs 
and  biologicals,  we  used  information 
from  a  variety  of  sources  in  order  to 
corroborate  the  appropriateness  of  our 
proposal  to  redistribute  between  one- 
third  and  one-half  of  the  difference 
($150  million)  between  the  aggregate 
claims  cost  for  packaged  drugs  and 
biologicals  and  ASP  dollars  for  the  same 
drugs  and  biologicals  to  separately 
payable  drugs  and  biologicals.  In  order 
to  improve  tbe  accuracy  of  payment  for 
separately  payable  drugs  and 
biologicals,  we  would  incorporate  an 
adjustment  for  pharmacy  overhead  and 
pay  for  these  drugs  and  biologicals  at 
ASP-f-4  percent.  We  would  also  improve 
the  accuracy  of  payment  for  procedures 
using  packaged  drugs  and  biologicals  by 
reducing  the  packaged  drug  and 
biological  cost  by  27  percent.  We  used 
our  claims  data,  the  April  2009  ASP 
information,  and  information  provided 
by  MedPAC  and  the  pharmacy 
stakeholders  to  estimate  an  appropriate 
portion  of  the  pharmacy  overhead  cost 
ciurently  associated  with  packaged 
drugs  and  biologicals  that  may  be 


attributed  to  the  pharmacy  overhead 
cost  of  separately  payable  drugs  and 
biologicals.  We  conducted  two  separate 
analyses  described  below  which 
confirm  that  our  proposal  to  redistribute 
$150  million  in  pharmacy  overhead  cost 
currently  associated  with  the  cost  of 
packaged  drugs  and  biologicals  is 
appropriate. 

We  began  this  exercise  with  three 
fundamental  assumptions.  The  first 
assumption  is  that  the  hospital 
acquisition  cost  of  separately  payable 
drugs  and  biologicals,  on  average,  is  not 
less  than  100  percent  of  ASP.  We 
believe  that  this  assumption  is  valid 
because  we  have  been  told  that 
hospitals  pay  a  range  of  prices  for  the 
same  drug  or  biological.  Some  hospitals 
may  be  able  to  take  advantage  of  volume 
and  group  purchasing  to  achieve 
‘  significant  discounts  for  certain  drugs 
and  biologicals,  but  other  hospitals  may 
pay  more  than  average  for  drugs  and 
biologicals  because  of  their  low  volume 
usage  or  a  hospital’s  remote  geographic 
location.  Further,  hospitals  often  serve 
as  community  care  resovuces  so  they 
must  provide  drugs  and  biologicals  to 
meet  the  needs  of  all  of  the  patients  who 
present  to  their  facilities  for  care.  The 
amounts  and  nature  of  those  drugs  and 
biologicals  may  vary  significantly  and 
unpredictably  over  time,  particularly  for 
smaller  hospitals,  due  to  changing 
availability  of  other  care  settings  in  their 
communities,  such  as  physicians’ 
offices,  or  emergencies,  and  this 
variability  may  constrain  hospitals’ 
ability  to  purchase  all  necessary 
quantities  of  certain  drugs  and 
biologicals  based  on  best  price 
contractual  agreements  negotiated  in 
a'dvance.  Hence,  we  believe  that  the 
ASP  is  likely  a  fair  estimate  of  hospitals’ 
average  acquisition  cost  of  drugs  and 
biologicals  in  general,  excluding  direct 
and  indirect  overhead  costs. 

The  second  assumption  is  that 
packaged  drugs  and  biologicals,  as  a 
group,  typically  have  an  aggregate 
absolute  pharmacy  overhead  cost  (direct 
and  indirect)  that  exceeds  the 
acquisition  cost  of  the  packaged  drugs 
and  biologicals.  We  believe  that  this  • 
assumption  is  appropriate  because 
packaged  drugs  and  biologicals  carry  the 
same  absolute  amount  of  indirect 
overhead  cost  per  drug  or  biological 
administered  as  separately  payable 
drugs  and  biologicals  and  because  many 
packaged  drugs  and  biologicals  have 
extremely  low  ASPs  but  some  of  the 
same  direct  costs  (for  example, 
recordkeeping,  storage,  safety 
precautions,  and  disposal  requirements) 
as  separately  payable  drugs  and 
biologicals.  Our  claims  data  show  that 
the  weighted  average  ASP  for  the  drugs 


and  biologicals  we  are  proposing  to 
package  for  CY  2010  is  approximately 
$7  per  day  per  packaged  drug  or 
biological,  and  we  believe  that  it  is  a 
reasonable  assumption  that  the  full 
pharmacy  overhead  cost  for  a  drug  or 
biological  (direct  and  indirect)  equals  or 
exceeds  that  amount. 

Our  final  assumption  is  that,  on 
average,  the  pharmacy  overhead  cost  of 
separately  payable  drugs  and 
biologicals,  as  a  group,  is  not  greater 
than  the  acquisition  cost  of  the 
separately  payable  drugs  and 
biologicals.  We  believe  that  this 
assumption  is  appropriate  because 
separately  payable  drugs  and  biologicals 
carry  the  same  absolute  amount  of 
indirect  pharmacy  overhead  cost  per 
drug  or  biological  administered  as 
packaged  drugs  and  biologicals.  While 
we  have  been  told  by  MedPAC  and  the 
pharmacy  stakeholders  that  separately 
payable  drugs  and  biologicals  generally 
bave  direct  pharmacy  overhead  costs 
that  are  significantly  higher  than  the 
direct  overhead  costs  of  packaged  drugs 
and  biologicals,  we  do  not  believe  that 
they  exceed  the  acquisition  cost  of 
separately  payable  drugs  and 
biologicals.  The  weighted  average  ASP 
for  the  drugs  and  biologicals  we  are 
proposing  for  separate  payment  for  CY 
2010  is  approximately  $954  per  day  per 
separately  payable  drug  or  biological. 
We  do  not  believe  that  the  full 
pharmacy  overhead  cost  for  a  separately 
payable  drug  or  biological  would,  on 
average,  exceed  $954  per  day  for  a 
single  drug  or  biological.  Hence,  we 
believe  these  last  two  assumptions 
about  the  relationship  of  ASP  to  full 
pharmacy  overhead  cost  (direct  and 
indirect)  for  packaged  and  separately 
payable  drugs  and  biologicals  are 
appropriate  for  purposes  of  these 
analyses. 

Having  made  these  assumptions,  we 
reduced  the  $395  million  in  estimated 
pharmacy  overhead  cost  that  exceeds 
the  ASP  dollars  for  packaged  drugs  and 
biologicals  (their  average  acquisition 
cost)  by  $50  million.  Fifty  million 
dollars  in  additional  cost  would  be 
necessary  to  raise  the  estimated  cost 
calculated  for  separately  payable  drugs 
and  biologicals  from  hospital  claims 
data  from  98  percent  of  ASP  to  100 
percent  of  ASP,  in  order  to  reach  our 
estimate  of  the  average  hospital 
acquisition  cost  of  separately  payable 
drugs  and  biologicals  of  ASP.  This  left 
$345  million  in  estimated  residual 
pharmacy  overhead  cost  that  continued 
to  be  associated  with  packaged  drugs 
and  biologicals.  We  believe  that  a 
portion  of  this  cost  has  been  associated 
with  packaged  drugs  and  biologicals  in 
our  claims  data,  both  due  to  charge 
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compression  and  our  choice  of  an 
annual  drug  packaging  threshold,  and 
would  continue  to  be  less  accurately 
associated  with  packaged  drugs  and 
biologicals  were  we  not  to  engage  in 
further  redistribution  of  that  portion  of 
this  residual  pharmacy  overhead  cost  of 
packaged  drugs  and  biologicals. 

We  then  performed  two  analyses 
using  information  provided  by  the 
MedPAC  Report  (June  2005  Report  to 
Congress)  and  by  the  pharmacy 
stakeholders  (February  2009 
presentation  to  the  APC  Panel  and  other 
meetings  with  CMS)  that  we  applied  to 
our  claims  data  to  estimate  the  amount 
of  residual  pharmacy  overhead  cost 
associated  with  packaged  drugs  and 
biologicals  that  should  more  accurately 
be  attributed  to  separately  payable  drugs 
and  biologicals.  To  perform  these 
analyses,  we  used  claims  data  only  for 
those  drugs  and  biologicals  described  by 
HCPCS  codes  that  met  the  following 
criteria: 

•  The  proposed  CY  2010  OPPS  status 
indicator  for  the  HCPCS  code  was  “G” 
for  pass-through  drugs  and  biologicals 
(excluding  pass-through 
radiopharmaceuticals),  “K”  for 
separately  payable  drugs  and  biologicals 
that  do  not  have  pass-through  status,  or 
“N”  for  packaged  drugs  and  biologicals, 
where  the  packaging  status  of  these 
nonpass-through  drugs  and  biologicals 
was  determined  by  an  estimate  of  cost 
per  day  based  on  ASP-i-4  percent; 

•  April  2009  pricing  information 
based  on  the  ASP  methodology  (other 
than  mean  cost  from  claims  data)  was 
available  for  the  HCPCS  code,  and  we 
would  use  the  ASP  methodology  to  pay 
for  the  HCPCS  code  if  it  had  a  status 
indicator  of  “K”  or  “G”;  and 

•  CY  2008  OPPS  claims  data  included 
claims  for  the  HCPCS  code  or  an 
equivalent  predecessor  code. 

We  first  converted  six  of  the  seven 
categories  that  MedPAC  recommended 
be  created  for  reporting  pharmacy 
overhead  costs  to  three  CMS  categories 
(low,  medium,  and  high),  as  we  had 


proposed  for  the  CY  2006  OPPS  (70  FR 
42729  through  42730);  the  seventh 
MedPAC  category  was  not  pertinent  for 
this  exercise  because  it  is  for  the 
overhead  cost  attributable  to 
radiopharmaceuticals.  The  CMS 
categories  are  defined  as:  Low  (Orals); 
medium  (Injection/Sterile  Preparation; 
Single  rV  Solution/Sterile  Preparation; 
Compounded  Reconstituted  IV 
Preparations);  and  high  (Specialty  IV  or 
Agents  requiring  special  handling  in 
order  to  preserve  their  therapeutic 
value;  Cytotoxic  Agents  in  all 
formulations  requiring  personal 
protective  equipment).  We  then  derived 
a  relative  overhead  weight  for  each  of 
the  three  CMS  categories  by  averaging 
the  overhead  weights  for  the  six 
pertinent  MedPAC  categories.  These 
averages  were  not  weighted.  The 
derived  relative  overhead  weights  for 
the  CMS  categories  are  as  follows;  Low 
=  1.00  (corresponding  to  MedPAC 
Category  1);  medium  =  3.61 
(corresponding  to  MedPAC  Categories  1, 
2,  and  3);  and  high  =  11.11 
(corresponding  to  MedPAC  categories  5 
and  6). 

We  also  calculated  a  relative  overhead 
weight  for  each  of  the  three  categories 
of  pharmacy  overhead  complexity  that 
were  provided  by  the  pharmacy 
stakeholders,  using  the  different  fixed 
dollar  amounts  that  these  stakeholders 
recommended  that  CMS  pay  for 
pharmacy  overhead  costs  if  we  were  to 
make  such  payments  for  “all  drugs” 
(packaged  and  separately  payable).  The 
pharmacy  stakeholders’  categories  are 
defined  as;  Low  (Dispense  without 
manipulation:  e.g.,  oral  drugs,  pre-filled 
syringes);  medium  (Injectable  drug  with 
one  step  manipulation:  e.g.,  simple 
injections);  and  high  (Multiple  step 
injectable  products  and  chemotherapy 
that  require  safety  considerations).  The 
pharmacy  stakeholders’  relative 
overhead  weights  are  as  follows:  Low  = 
1;  medium  =  2.67;  and  high  =  5.50. 

Using  the  pharmacy  st^eholders’ 
overhead  categories  (low,  medium,  and 


high)  and  incorporating  the  pharmacy 
stakeholders’  assignments  of  specific 
drugs  and  biologicals  to  levels  of 
pharmacy  complexity  that  they 
previously  provided  to  CMS,  we  then 
assigned  the  remaining  HCPCS  codes  for 
drugs  and  biologicals  (approximately  50 
percent  of  all  drug  .and  biological 
HCPCS  codes  qualifying  for  this 
exercise)  based  on  our  understanding  of 
the  characteristics  of  the  categories. 
Similarly,  we  assigned  all  drug  and 
biological  HCPCS  codes  to  the  CMS 
categories  created  from  the  MedPAC 
groups  for  the  derived  relative  overhead 
weights  based  on  the  definitions  of 
those  categories.  Although  the 
subsequent  emalytic  processes  were 
identical,  we  performed  these  analyses 
separately  using  the  derived  CMS 
overhead  category  weights  (results  are 
in  Table  27)  and  using  the  pharmacy 
stakeholders’  overhead  category  weights 
(results  are  in  Table  28). 

Specifically,  we  assigned  the 
overhead  weights  to  each  drug  and 
biological  in  the  set  of  drugs  and 
biologicals  qualifying  for  this  exercise. 
We  then  calculated  a  per  unit  overhead 
cost  by  dividing  the  total  relative  weight 
for  all  drugs  and  biologicals  in  this 
exercise  (low,  medium,  and  high)  into 
the  residual  pharmacy  overhead  cost 
from  packaged  drugs  and  biologicals  of 
$345  million.  Using  the  relative  weights 
for  each  scenario,  we  estimated  the 
exact  per  unit  pharmacy  overhead  cost 
reallocation  for  each  low,  medium,  and 
high  pharmacy  overhead  category.  We 
then  added  this  payment  amount  to  ASP 
for  each  drug  and  biological  and 
reassessed  the  amount  of  total  claims 
cost  for  separately  payable  and 
packaged  drugs  and  biologicals  and 
calculated  our  standard  ratio  of 
aggregate  claims  cost  to  aggregate  ASP 
dollars  for  separately  payable  and 
packaged  drugs  and  biologicals.  The 
results  of  these  analyses  are  shown  in 
Tables  27  and  28  below. 


Table  27— Estimated  Redistribution  of  Pharmacy  Overhead  Costs  Using  Relative  Weights  Derived  From 
MedPAC  Pharmacy  Overhead  Categories  and  CY  2010  OPPS  Proposed  Rule  Data 


- 

Total  ASP  dol¬ 
lars  for  drugs 
and  biologicals 
in  claims  data 
(in  millions)  * 

Total  cost  of 
dmgs  and 
biologicals  in 
claims  data 
after  adjust¬ 
ment 

(in  millions)  ** 

Ratio  of  cost 
to  ASP 
(column  C/ 
column  B) 

ASP+X 

percent 

Packaged  Drugs  and  Biologicals  . . 

Separately  Payaible  Drugs  and  Biologicals . 

$160 

2,589 

$390 

2,704 

2.44 

1.04 

ASP+144 

ASP+4 

All  Drugs  . 

2,749 

3,094 

1.13 

ASP+13 

'Total  April  2009  ASP  dollars  (ASP  multiplied  by  drug  or  biological  units  in  CY  2008  claims)  for  drugs  and  biologicals  with  a  HCPCS  code  and 
ASP  information. 
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**  Total  cost  in  the  CY  2008  claims  data  after  adjustment  for  drugs  and  biologicals  with  a  HCPCS  code  and  April  2009  ASP  information. 


Table  28— Estimated  Redistribution  of  Pharmacy  Overhead  Cost  Using  Relative  Weights  Calculated  From 
Pharmacy  Stakeholders  Recommended  Pharmacy  Overhead  Payment  Levels  and  CY  2010  Propposed 
Rule  Data 


Total  ASP  dol¬ 
lars  for  drugs 
and  biologicals 
in  claims  data 
(in  millions)  * 

Total  cost  of 
drugs  and 
biologicals  in 
claims  data 
after  adjust¬ 
ment 

(in  millions)  ** 

Ratio  of  cost 
to  ASP 
(column  C/ 
column  B) 

ASP+X 

percent 

Packaged  Drugs  and  Biologicals  . 

Separately  Payable  Drugs  and  Biologicals . 

All  Drugs  and  Biologicals . 

$160 

2,589 

$402 

2,692 

2.51 

1.04 

ASP+151 

ASP+4 

2,749 

3,094 

1.13 

ASP+13 

'Total  April  2009  ASP  dollars  (ASP  multiplied  by  drug  units  in  CY  2008  claims)  for  drugs  with  a  HCPCS  code  and  ASP  information. 
"Total  cost  in  the  CY  2008  claims  data  after  adjustment  for  drugs  with  a  HCPCS  code  and  April  2009  ASP  information. 


As  shown  in  Tables  27  and  28,  the 
ratio  of  adjusted  cost  in  the  claims  data 
for  separately  payable  drugs  and 
biologicals  to  ASP  increased  compared 
to  the  value  derived  from  our  standard 
methodology  and  declined  for  packaged 
drugs  and  biologicals  compared  to  the 
value  calculated  according  to  our 
standard  drug  payment  methodology  as 
shown  in  Table  26.  Specifically,  under 
om  standard  methodology  without 
adjustment  of  the  pharmacy  overhead 
cost  currently  attributed  to  packaged 
drugs  and  biologicals,  packaged  drugs 
and  biologicals  would  be  paid  at 
ASP+247  percent.  Using  the  CMS 
overhead  weights,  this  value  declined  to 
ASP+144  percent  and  using  the 
pharmacy  stakeholders’  overhead 
weights,  it  declined  to  ASP+151 
percent. 

Under  our  standard  drug  payment 
methodology,  without  adjustment  of  the 
pharmacy  overhead  cost  currently 
attributed  to  separately  payable  drugs 
and  biologicals,  separately  payable 
drugs  and  biologicals  would  be  paid  at 
ASP  -  2  percent.  Assuming  a  base 
average  acquisition  cost  for  all  drugs 
and  biologicals  of  ASP  and  using  the 
CMS  overhead  weights  to  redistribute 
the  residual  $345  million  in  pharmacy 
overhead  cost  associated  with  packaged 
drugs  and  biologicals  in  the  claims  data, 
this  value  increased  to  ASP+4  percent, 
and  using  the  pharmacy  stakeholders’ 
overhead  weights  to  redistribute  the 
residual  $345  million  in  pharmacy 
overhead  cost,  this  value  also  increased 
to  ASP+4  percent. 

Based  on  these  analyses,  we  estimate 
that  we  would  redistribute  $165  million 
in  pharmacy  overhead  cost  from 
packaged  to  separately  payable  drugs 
and  biologicals  by  setting  the  average 
acquisition  cost  for  all  drugs  and 
biologicals  to  ASP  and  using  the  CMS 
overhead  weights,  and  we  would 


redistribute  $153  million  in  pharmacy 
overhead  cost  from  packaged  to 
separately  payable  drugs  and  biologicals 
by  setting  the  average  acquisition  cost 
for  all  drugs  and  biologicals  to  ASP  and 
using  the  pharmacy  stakeholders’ 
overhead  weights.  These  observed 
outcomes  are  consistent  with  our  CY 
2010  proposal  to  redistribute  between 
one-third  and  one-half  of  the  $395 
million  of  pharmacy  overhead  cost 
currently  associated  with  packaged 
drugs  and  biologicals  to  separately 
payable  drugs  and  biologicals.  These 
values  are  also  consistent  with  the  $150 
million  we  are  proposing  to  redistribute 
from  the  cost  of  packaged  drugs  and 
biologicals  to  separately  payable  drugs 
and  biologicals  for  CY  2010,  which 
would  represent  a  reduction  in  the  cost 
of  packaged  drugs  and  biologicals  of  27 
percent. 

After  we  performed  these  analyses, 
the  pharmacy  stakeholders  provided  us 
with  updated  assignments  of  CY  2009 
drug  HCPCS  codes  to  their 
recommended  levels  of  pharmacy 
complexity.  We  then  assigned  the 
remaining  HCPCS  codes  for  drugs  and 
biologicals  that  the  pharmacy 
stakeholders  had  not  assigned  based  on 
our  understanding  of  the  characteristics 
of  their  categories.  We  recalibrated  our 
model  to  incorporate  the  updated 
information.  We  observed  no 
substantive  changes  in  our  findings, 
with  the  revised  overhead  category 
assignments  redistributing  $159  million 
from  packaged  to  separately  payable 
drugs  and  biologicals  and  resulting  in 
an  ASP+X  percentage  of  ASP+4  percent 
for  separately  payable  drugs  and 
biologicals  and  ASP+148  percent  for 
packaged  drugs  and  biologicals. 

This  analysis  based  on  our  synthesis 
of  existing  data  and  information  from  a 
variety  of  soiuces  supports  the 
appropriateness  of  a  redistribution  of 


the  magnitude  we  are  proposing  for  CY 
2010.-  We  believe  that  our  analyses  of 
the  claims  data  using  the  CMS  relative 
overhead  weights  derived  from  the  2005 
MedPAC  pharmacy  overhead  study  and 
using  the  pharmacy  overhead  category 
payments,  levels  of  complexity,  and 
assignments  of  drugs  provided  by  the 
pharmacy  stakeholders  (where 
available),  confirm  that  payment  for 
separately  payable  drugs  and  biologicals 
at  ASP+4  percent  represents  a 
reasonable  aggregate  adjustment  for  the 
pharmacy  overhead  cost  of  these 
separately  payable  drugs  and 
biologicals,  compared  to  the  payment 
that  would  result  from  the  standard 
drug  payment  methodology.  Payment 
for  separately  payable  drugs  at  ASP+4 
percent  would  ensure  that  hospitals  are 
paid  appropriately  for  the  average 
hospital  acquisition  cost  and  the 
pharmacy  overhead  cost  that  our 
analyses  show  would  be  appropriately 
redistributed  fi:om  the  estimated  cost  of 
drugs  that  we  are  proposing  to  package 
for  CY  2010. 

Our  proposal  for  CY  2010  relies  upon 
the  premise  of  providing  a  pharmacy 
overhead  adjustment  to  payment  for 
separately  payable  drugs  by 
redistributing  pharmacy  overhead  cost 
from  packaged  drugs  to  separately 
payable  drugs.  Therefore,  regardless  of 
whether  similar  analyses  for  the  CY 
2010  OPPS/ASC  final  rule  based  on 
updated  claims  and  cost  report  data 
result  in  a  different  payment  level  for 
separately  payable  drugs  than  ASP+4 
percent,  we  believe  that  any 
redistributed  amount  of  pharmacy 
overhead  cost  should  be  removed  from 
the  estimated  cost  of  packaged  drugs 
and  biologicals.  We  are  proposing  to 
redistribute  pharmacy  overhead  cost 
within  the  estimated  total  amount  of 
acquisition  and  overhead  cost  for  all 
drugs  and  biologicals  that  has  been 
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reported  to  us  by  hospitals  by  making  a 
pharmacy  overhead  adjustment  to 
payment  for  separately  payable  drugs 
and  bjologicals  that  is  based  upon  a 
partial  redistribution  of  the  pharmacy 
overhead  cost  of  packaged  drugs  and 
biologicals.  As  described  previously  in 
this  section,  we  are  proposing  that  any 
redistribution  of  pharmacy  overhead 
cost  that  may  arise  from  CY  2010  final 
rule  claims  data  would  occiu  only  from 
some  drugs  and  biologicals  to  other 
drugs  and  biologicals,  thereby 
maintaining  the  estimated  total  cost  of 
drugs  and  biologicals  (no  redistribution 
of  cost  would  occur  from  other  services 
to  drugs  and  biologicals  or  vice  versa). 
While  there  is  some  evidence  that 
relatively  more  pharmacy  overhead  cost 
should  be  associated  with  separately 
payable  drugs  and  biologicals  and  less 
pharmacy  overhead  cost  should  be 
associated  with  packaged  drugs  and 
biologicals  in  order  to  improve  payment 
acciuracy,  the  recent  RTI  report  on  the 
OPPS’  hospital-specific  CCR 
methodology  (“Refining  Cost  to  Charge 
Ratios  for  Calculating  APC  and  DRG 
Relative  Payment  Weights,”  July  2008 
final  report),  the  June  2005  MedPAC 
study  of  hospital  outpatient  pharmacy 
overhead  costs,  and  our  claims  emalyses 
discussed  in  this  proposed  rule  present 
no  evidence  that  the  total  cost  of  drugs 
and  biologicals  (including  acquisition 
and  overhead  costs)  iS  understated  in 
claims  in  relation  to  the  costs  of  other 
services  paid  under  the  OPPS. 

Therefore,  to  improve  the  distribution  of 
pharmacy  overhead  cost  withm  the  toted 
estimated  cost  for  all  drugs  and 
biologicals,  without  adversely  affecting 
the  relativity  of  payment  weights  for  all 
services  paid  under  the  OPPS,  we 
believe  that  it  is  most  appropriate  to 
redistribute  pharmacy  overhead  cost 
only  within  the  total  estimated  cost  of 
packaged  and  separately  payable  drugs 
and  biologicals.  By  redistributing 
pharmacy  overhead  cost  only  within  the 
total  estimated  cost  of  packaged  and 
separately  payable  drugs  and 
biologicals,  we  would  maintain  a 
constant  total  cost  of  drugs  and 
biologicals  under  the  OPPS  as  reported 
to  us  by  hospitals,  without 
redistributing  cost  fi-om  other  OPPS 
services  to  the  cost  of  drugs  and 
biologicals  under  the  budget  neutral 
OPPS. 

While  we  agree  conceptually  with  the 
APC  Panel  that  a  redistribution  of 
pharmacy  overhead  cost  in  our  claims 
data  from  packaged  to  separately 
payable  dnigs  and  biologicals  is 
appropriate,  we  are  not  proposing  to 
accept  the  APC  Panel’s 
recommendations  that  CMS  pay  for  the 


acquisition  cost  of  all  separately  payable 
drugs  at  no  less  them  ASP+6  percent 
because,  as  we  discussed  previously  in 
this  section,  our  analyses  of  claims  data 
indicate  that  appropriate  payment  for 
the  acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs  would 
be  ASP +4  percent.  We  also  are  not 
accepting  the  APC  Panel’s 
recommendation  that  CMS  package  the 
cost  of  packaged  drugs  at  ASP-t-6 
percent,  use  the  difference  between  this 
cost  and  CMS’  cost  derived  firom  charges 
to  provide  more  appropriate  payment 
for  pharmacy  services  costs,  and  pay  for 
pharmacy  services  using  this  amount  by 
applying  a  tiered  approach  to  payments 
based  on  criteria  related  to  the 
pharmacy  resources  required  for  groups 
of  drugs.  We  believe  that  the 
recommendation  to  package  the  cost  of 
packaged  drugs  at  ASP+6  percent  would 
underpay  for  the  pharmacy  overhead 
cost  of  packaged  drugs,  which  we 
expect  would  be  higher  in  relation  to 
ASP  than  the  pharmacy  overhead  cost  of 
separately  payable  drugs.  Further,  as 
discussed  earlier  in  this  section,  because 
the  OPPS  is  a  prospective  payment 
system  that  relies  on  payment  for  groups 
of  services  to  encourage  hospital 
efficiencies,  we  do  not  believe  payment 
for  pharmacy  overhead  costs  that  is 
separate  from  the  OPPS  payment  for  the 
acquisition  costs  of  drugs  would  be 
appropriate. 

The  APC  Panel  further  recommended 
that,  if  CMS  did  not  adopt  a 
methodology  consistent  with  their 
recommendations  summarized  above, 
CMS  should  exclude  data  ft’om  hospitals 
that  participate  in  the  340B  program 
from  its  ratesetting  calculations  for 
drugs  and  that  CMS  should  pay  340B 
hospitals  in  the  same  manner  as  it  pays 
non-340B  hospitals.  We  are  not 
accepting  the  APC  Panel’s 
recommendation  that  CMS  propose  to 
exclude  data  firom  hospitals  that 
participate  in  the  340B  program  firom  its 
ratesetting  calculations  for  drugs.  For 
CY  2010,  we  note  that  we  are  proposing 
a  drug  payment  methodology  that 
partially  resembles  the  methodology 
recommended  by  the  APC  Panel 
because  the  proposal  incorporates  a  - 
redistribution  of  pharmacy  overhead 
cost  from  packaged  to  separately 
payable  drugs  and  biologicals.  However, 
excluding  data  from  hospitals  that 
participate  in  the  340B  program  fi’om 
our  ASP+X  calculation,  but  paying 
those  hospitals  at  that  derived  payment 
amount,  would  effectively  redistribute 
payment  to  drugs  and  biologicals  from 
payment  for  other  services  imder  the 
OPPS,  and  we  do  not  believe  this 
redistribution  would  be  appropriate.  We 


are  accepting  the  APC  Panel 
recommendation  that  CMS  propose  to 
pay  340B  hospitals  in  the  same  manner 
as  non-340B  hospitals  are  paid. 
Commenters  on  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  were 
generally  opposed  to  differential 
payment  for  hospitals  based  on  their 
340B  participation  status,  and  we  do  not 
believe  it  would  be  appropriate  to 
exclude  claims  from  this  subset  of 
hospitals  in  the  context  of  our  CY  2010 
proposal  to  pay  all  hospitals  at  the  same 
rate  for  separately  payable  drugs  and 
biologicals.  Moreover,  as  discussed 
above,  while  we  are  not  proposing  to 
adopt  the  APC  Panel’s  specific 
recommended  methodology  to 
redistribute  pharmacy  overhead  cost 
that  would  otherwise  by  paid  through 
payment  for  packaged  drugs,  our 
proposed  CY  2010  pharmacy  adjustment 
methodology  that  would  result  in  the 
payment  of  separately  payable  drugs 
and  biologicals  at  ASP+4  percent 
incorporates  a  more  limited 
redistribution  of  pharmacy  overhead 
cost  that  would,  nevertheless,  preserve 
the  aggregate  drug  cost  in  the  claims,  a 
result  consistent  with  the  APC  Panel’s 
recommendations.  Therefore,  we  believe 
that  it  is  appropriate  to  propose  to  pay 
340B  hospitals  at  the  same  rates  that  we 
are  proposing  to  pay  non-340B 
hospitals,  and  we  are  proposing  to 
include  the  claims  and  cost  report  data 
for  340B  hospitals  in  the  data  we  have 
used  for  our  analyses  in  order  to 
calculate  the  proposed  payment  rates  for 
drugs  and  biologicals  and  other  services 
for  the  CY  2010  OPPS. 

In  conclusion,  we  me  proposing  for 
CY  2010  to  redistribute  between  one- 
third  and  one-half  of  the  difference 
between  the  aggregate  claims  cost  for 
packaged  drugs  and  biologicals  and  ASP 
dollars  for  those  products,  which  results 
in  payment  for  the  acquisition  and 
pharmacy  overhead  costs  of  separately 
payable  drugs  and  biologicals  that  do 
not  have  pass-through  payment  status  of 
ASP+4  percent.  This  payment  amount 
reflects  an  APC  drug  payment 
adjustment  for  pharmacy  overhead  cost. 
To  accomplish  this  payment 
adjustment,  we  also  are  proposing  to 
reduce  the  cost  of  packaged  drugs  and 
biologicals  that  is  incorporated  into  the 
payment  for  procedmal  APCs  by  the 
amount  of  pharmacy  overhead  cost  that 
is  redistributed  from  packaged  drugs 
and  biologiccds  to  the  payment  for 
separately  payable  drugs  and 
biologicals.  This  proposal  is  based  on 
the  proposed  redistribution  of  $150 
million  (through  a  27  percent  reduction 
in  packaged  drug  and  biological  cost), 
between  one-third  and  one-half  of  the 
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pharmacy  overhead  cost  (the  cost  above 
ASP)  of  packaged  drugs  and  biologicals 
in  hospital  outpatient  claims,  to  the  cost 
of  separately  payable  drugs  and 
biologicals,  preserving  the  aggregate  cost 
of  all  drugs  and  biologicals  observed  in 
the  most  recent  claims  and  cost  report 
data  available  for  this  proposed  rule.  We 
are  further  proposing  that  the  claims 
data  for  340B  hospitals  be  included  in 
the  calculation  of  payment  for  drugs  and 
biologicals  under  the  CY  2010  OPPS, 
and  that  340B  hospitals  would  be  paid 
tbe  same  amounts  for  separately  payable 
drugs  and  biologicals  as  hospitals  that 
do  not  participate  in  the  340B  program. 
Finally,  we  are  proposing  that,  in 
accordance  with  our  standard  drug 
payment  methodology,  the  estimated 
payments  for  separately  payable  drugs 
and  biologicals  would  be  taken  into 
account  in  the  calculation  of  the  weight 
scaler  that  would  apply  to  the  relative 
weights  for  all  procedural  services  (but 
would  not  to  separately  payable  drug 
and  biologicals)  paid  under  the  OPPS, 
as  required  by  section  1833(t)(14)(H)  of 
the  Act. 

4.  Proposed  Payment  for  Blood  Clotting 
Factors 

For  CY  2009,  we  are  providing 
payment  for  blood  clotting  factors  under 
the  OPPS  at  ASP+4  percent,  plus  an 
additional  payment  for  the  furnishing 
fee  that  is  also  a  part  of  the  payment  for 
blood  clotting  factors  furnished  in 
physicians’  offices  under  Medicare  Part 
B.  The  CY  2009  updated  furnishing  fee 
is  $0,164  per  unit. 

For  CY  2010,  we  are  proposing  to  pay 
for  blood  clotting  factors  at  ASP+4 
percent,  consistent  with  our  proposed 
payment  policy  for  other  nonpass¬ 
through  separately  payable  dioigs  and 
biologicals,  and  to  continue  our  policy 
for  payment  of  the  furnishing  fee  using 
an  updated  amount.  Because  the 
furnishing  fee  update  is  based  on  the 
percentage  increase  in  the  Consumer 
Price  Index  (CPI)  for  medical  care  for 
the  12-month  period  ending  with  June 
of  the  previous  year  and  the  Bureau  of 
Labor  Statistics  releases  the  applicable 
CPI  data  after  the  MPFS  and  OPPS/ASC 
proposed  rules  cife  published,  we  are 
not  able  to  include  the  actual  updated 
furnishing  fee  in  this  proposed  rule. 
Therefore,  in  accordance  with  our 
policy  as  finalized  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66765),  we  will  announce 
the  actual  figure  for  the  percent  change 
in  the  applicable  CPI  and  the  updated 
furnishing  fee  calculated  based  on  that 
figure  through  applicable  program 
instructions  and  posting  on  the  CMS 
Web  site  at;  http://www.cins.hhs.gov/ 
McrPartBDrugAvgSalesPrice/. 


5.  Proposed  Payment  for  Therapeutic 
Radiopharmaceulicals 

a.  Background 

Section  303(h)  of  Public  Law  108-173 
exempted  radiopharmaceuticals  from 
ASP  pricing  in  the  physician’s  office 
setting.  Beginning  in  the  CY  2005  OPPS 
final  rule  with  comment  period,  we 
have  exempted  radiopharmaceutical 
manufacturers  from  reporting  ASP  data 
for  payment  purposes  under  the  OPPS. 
(For  more  information,  we  refer  readers 
to  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65811)  and  the 
CY  2006  OPPS  final  rule  with  comment 
period  (70  FR  68655).)  Consequently, 
we  did  not  have  ASP  data  for 
radiopharmaceuticals  for  consideration 
for  previous  years’  OPPS  ratesetting.  In 
accordance  with  section 
1833(t)(14)(B)(i)(I)  of  the  Act,  we  have 
classified  radiopharmaceuticals  under 
the  OPPS  as  SCODs.  As  such,  we  have 
paid  for  radiopharmaceuticals  at  average 
acquisition  cost  as  determined  by  the 
Secretary  and  subject  to  any  adjustment 
for  overhead  costs. 

Radiopharmaceuticals  also  are  subject  to 
the  policies  affecting  all  similarly 
classified  OPPS  drugs  and  biologicals, 
such  as  pass-through  payment  for 
diagnostic  and  therapeutic 
radiopharmaceuticals  and  individual 
packaging  determinations  for 
therapeutic  radiopharmaceuticals, 
discussed  earlier  in  this  proposed  rule. 

For  CYs  2006  and  2007,  we  used 
mean  unit  cost  data  from  hospital 
claims  to  determine  each 
radiopharmaceutical’s  packaging  status 
and  implemented  a  temporary  policy  to 
pay  for  separately  payable 
radiopharmaceuticals  based  on  the 
hospital’s  charge  for  each 
radiopharmaceutical  adjusted  to  cost 
using  the  hospital’s  overall  CCR.  In 
addition,  in  the  CY  2006  OPPS  final  rule 
with  comment  period  (70  FR  68654),  we 
instructed  hospitals  to  include  charges 
for  radiopharmaceutical  handling  in 
their  charges  for  the 
radiopharmaceutical  products  so  these 
costs  would  be  reflected  in  the  CY  2008 
ratesetting  process.  The  methodology  of 
providing  separate  radiopharmaceutical 
payment  based  on  charges  adjusted  to 
cost  through  application  of  an 
individual  hospital’s  overall  CCR  for 
CYs  2006  and  2007  was  finalized  as  an 
interim  proxy  for  average  acquisition 
cost  because  of  the  unique 
circumstances  associated  with 
providing  radiopharmaceutical  products 
to  Medicare  beneficiaries.  The  single 
OPPS  payment  represented  Medicare 
payment  for  both  the  acquisition  cost  of 
the  radiopharmaceutical  and  its 
associated  handling  costs. 


During  the  CY  2006  and  CY  2007 
rulemaking  processes,  we  encouraged 
hospitals  and  radiopharmaceutical 
stakeholders  to  assist  us  in  developing 
a  viable  long-term  prospective  payment 
methodology  for  these  products  under 
the  OPPS.  As  reiterated  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66766),  we  were  pleased 
to  note  that  we  had  many  discussions 
with  interested  parties  regarding  the 
availability  and  limitations  of 
radiopharmaceutical  cost  data. 

In  considering  payment  options  for 
therapeutic  radiopharmaceuticals  for  CY 
2008,  we  examined  several  alternatives 
that  we  discussed  in  the  CY  2008  OPPS/ 
ASC  proposed  rule  (72  FR  42738 
through  42739)  and  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66769  through  66770).  After  considering 
the  options  and  the  public  comments 
received,  we  finalized  a  CY  2008 
methodology  to  provide  prospective 
payment  for  therapeutic 
radiopharmaceuticals  (defined  as  those 
Level  II  HCPCS  codes  that  include  the 
term  “therapeutic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors)  using  mean  costs  derived 
from  the  CY  2006  claims  data,  where  the 
costs  were  determined  using  our 
standard  methodology  of  applying 
hospital-specific  departmental  CCRs  to 
radiopharmaceutical  charges,  defaulting 
to  hospital-specific  overall  CCRs  only  if 
appropriate  departmental  CCRs  were 
unavailable  (72  FR  66772).  In  addition, 
we  finalized  a  policy  to  package 
payment  for  all  diagnostic 
radiopharmaceuticals  (defined  as  those 
Level  II  HCPCS  codes  that  include  the 
term  “diagnostic”  along  with  a 
radiopharmaceutical  in  their  long  code 
descriptors)  for  CY  2008.  As  discussed 
in  the  CY  2008  OPPS/ASC  proposed 
rule  (72  FR  42739),  we  believed  that 
adopting  prospective  payment  for 
therapeutic  radiopharmaceuticals  based 
on  historical  hospital  claims  data  was 
appropriate  because  it  served  as  our 
most  accurate  available  proxy  for  the 
average  hospital  acquisition  cost  of 
separately  payable  therapeutic 
radiopharmaceuticals.  In  addition,  we 
noted  that  we  have  found  that  our 
general  prospective  payment 
methodology  based  on  historical 
hospital  claims  data  results  in  more 
consistent,  predictable,  and  equitable 
payment  amounts  across  hospitals  and 
likely  provides  incentives  to  hospitals 
for  efficiently  and  economically 
providing  these  outpatient  services. 

Prior  to  implementation  of  the  final 
CY  2008  methodology  of  providing  a 
prospective  payment  for  therapeutic 
radiopharmaceuticals,  section  106(b)  of 
Public  Law  110-173  was  enacted  on 
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December  29,  2007,  that  specified 
payment  for  therapeutic 
radiopharmaceuticals  based  on 
individual  hospital  charges  adjusted  to 
cost.  Therefore,  hospitals  continued  to 
receive  payment  for  therapeutic 
radiopharmaceuticals  by  applying  the 
hospital-specific  overall  CCR  to  each 
hospital’s  charge  for  a  therapeutic 
radiopharmaceutical  from  January  1, 
2008,  through  June  30,  2008.  As  we 
stated  in  the  CY2009  OPPS/ASC 
proposed  rule  (73  FR  41493),  thereafter, 
the  OPPS  would  provide  payment  for 
separately  payable  therapeutic 
radiopharmaceuticals  on  a  prospective 
basis,  with  payment  rates  based  upon 
mean  costs  from  hospital  claims  data  as 
set  forth  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period,  unless 
otherwise  required  by  law. 

Following  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule,  section  142  of 
Public  Law  110—275  amended  section 
1833(t)(16)(C)  of  the  Act,  as  amended  by 
section  106(a)  of  Public  Law  110-173,  to 
further  extend  the  payment  period  for 
therapeutic  radiopharmaceuticals  based 
on  hospital’s  charges  adjusted  to  cost 
through  December  31,  2009.  Therefore, 
we  are  continuing  to  pay  hospitals  for 
therapeutic  radiopharmaceuticals  at 
charges  adjusted  to  cost  through  the  end 
ofCY  2009. 

h.  Proposed  Payment  Policy 

Since  the  steul  of  the  temporary  cost- 
based  payment  methodology  for 
radiopharmaceuticals  in  CY  2006,  we 
have  met  with  several  interested  parties 
on  a  number  of  occasions  regarding 
payment  under  the  OPPS  for 
radiopharmaceuticals  and  have  received 
numerous  different  suggestions  firom 
these  stakeholders  regarding  payment 
methodologies  that  we  could  employ  for 
future  use  under  the  OPPS. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66771),  we 
solicited  comments  requesting 
interested  parties  to  provide  information 
related  to  if  and  how  the  existing  ASP 
methodology  could  be  used  to  establish 
payment  for  specific  therapeutic 
radiopharmaceuticals  under  the  OPPS. 
Similar  to  the  reconunendations  we 
received  during  the  CY  2008  OPPS/ASC 
proposed  rule  comment  period  (72  FR 
66770),  we  received  several  suggestions 
regarding  the  establishment  of  an  OPPS- 
specific  methodology  for 
radiopharmaceutical  payment  that 
would  be  similar  to  the  ASP 
methodology,  without  following  the 
established  ASP  procedures  referenced 
at  section  1847A  of  the  Act  and 
implemented  through  rulemaking.  Some 
commenters  recommended  using 
external  data  submitted  by  a  variety  of 


sources  other  than  manufacturers.  Along 
this  line,  commenters  suggested 
gathering  information  from  nuclear 
pharmacies  using  methodologies  with  a 
variety  of  names  such  as  Nuclear 
Pharmacy  Calculated  Invoiced  Price 
(Averaged)  (CIP)  and  Calculated 
Pharmacy  Sales  Price  (CPSP).  Other 
commenters  recommended  that  CMS 
base  payment  for  certain 
radiopharmaceuticals  on  manufacturer- 
reported  ASP. 

As  noted  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66771),  a  ratesetting  approach  based  on 
external  data  would  be  administratively 
burdensome  for  us  because  we  would  be 
required  to  collect,  process,  and  review 
external  information  to  ensure  that  it 
was  valid,  reliable,  and  representative  of 
a  diverse  group  of  hospitals  so  that  it 
could  be  used  to  establish  rates  for  all 
hospitals.  However,  we  specifically 
requested  additional  comments 
regarding  the  use  of  the  existing  ASP 
reporting  structure  for  therapeutic 
radiopharmaceuticals  as  this  established 
methodology  was  already  used  for 
payment  of  other  drugs  provided  in  the 
hospital  outpatient  setting  (72  FR 
66771).  While  we  received  several 
recommendations  from  conunenters  on 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  regarding  payment  of 
therapeutic  radiopharmaceuticals  based 
on  estimated  costs  provided  by 
manufacturers  or  other  parties,  we 
believe  that  the  use  of  external  data  for 
payment  of  therapeutic 
radiopharmaceuticals  should  only  be 
adopted  if  those  external  data  are 
subject  to  the  same  well-established 
regulatory  firamework  as  the  ASP  data 
currently  used  for  payment  of  separately 
payable  drugs  and  biologicals  under  the 
OPPS.  We  have  previously  indicated 
that  nondevice  external  data  used  for 
setting  payment  rates  should  be  publicly 
available  and  representative  of  a  diverse 
group  of  hospitals  both  by  location  and 
type,  and  should  also  identify  the 
relevant  data  sources.  We  do  not  believe 
that  external  therapeutic 
radiopharmaceutical  cost  data 
voluntarily  provided  outside  of  the 
established  ASP  methodology,  either  by 
manufactmers  or  nuclear  pharmacies, 
would  generally  satisfy  these  criteria 
that  are  minimum  standards  for  setting 
OPPS  payment  rates. 

We  received  public  comments  on  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  fi-om  certain 
radiopharmaceutical  manufacturers  who 
indicated  that  the  standard  ASP 
methodology  could  be  used  for  payment 
of  certain  therapeutic 
radiopharmaceutical  products. 
Specifically,  these  manufactiu'ers 


expressed  interest  in  providing  ASP  for 
their  therapeutic  radiopharmaceutical 
products  as  a  basis  for  payment  under 
the  OPPS. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41495),  we  proposed  to 
allow  manufacturers  to  submit  ASP 
information  for  any  separately  payable 
therapeutic  radiopharmaceutical  for 
payment  purposes  under  the  OPPS.  If 
ASP  information  was  not  submitted  or 
appropriately  certified  by  the 
manufacturer  for  a  given  calendar  year 
quarter,  then  for  that  quarter  we 
proposed  to  provide  prospective 
pajunent  based  on  the  therapeutic 
radiopharmaceuticals  mean  cost  from 
hospital  claims  data.  However,  as  stated 
above,  section  142  of  Public  Law  110- 
275  amended  section  1833(t)(16)(C)  of 
the  Act,  as  amended  by  section  106(a) 
of  Public  Law  110-173,  to  further 
extend  the  payment  period  for 
therapeutic  radiopharmaceuticals  based 
on  hospital’s  charges  adjusted  to  cost 
through  December  31,  2009,  so  we  did 
not  finalize  this  proposal.  We  note  that, 
in  response  to  our  proposed  therapeutic 
radiopharmaceutical  payment 
methodology  for  CY  2009,  we  received 
a  number  of  public  comments  that  were 
supportive  of  the  proposal  for  future 
years. 

At  the  February  2009  meeting  of  the 
APC  Panel,  the  APC  Panel 
recommended  that  CMS  use  the  ASP 
methodology  to  pay  for  therapeutic 
radiopharmaceuticals  and,  where  ASP 
data  are  not  available,  to  pay  based  on 
mean  costs  from  claims  data  for  CY 
2010.  We  are  accepting  this 
recommendation,  and  for  CY  2010,  we 
are  proposing  to  allow  manufacturers  to 
submit  ASP  information  for  any 
separately  payable  therapeutic 
radiopharmaceutical  in  order  for 
therapeutic  radiopharmaceuticals  to  be 
paid  based  on  ASP  beginning  in  CY 
2010  under  the  OPPS.  Similar  to  our  CY 
2009  proposal,  we  are  not  proposing  to 
compel  manufacturers  to  submit  ASP 
information.  Also,  as  discussed  in  the 
CY  2009  OPPS/ASC  proposed  rule  (73 
FR  41495),  the  ASP  data  submitted 
would  need  to  be  provided  for  a  patient- 
specific  dose,  or  patient-ready  form,  of 
the  therapeutic  radiopharmaceutical  in 
order  to  properly  calculate  the  ASP 
amount  for  a  given  HCPCS  code.  In 
addition,  in  those  instances  where  there 
is  more  than  one  manufacturer  of  a 
particular  therapeutic 
radiopharmaceutical,  we  note  that  all 
manufacturers  would  need  to  submit 
ASP  information  in  order  for  payment  to 
be  made  on  an  ASP  basis.  We  are 
specifically  requesting  public  comment 
on  the  development  of  a  crosswalk, 
similar  to  the  NDC/HCPCS  crosswalk  for 
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separately  payable  drugs  and  biologicals 
posted  on  Ae  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ 
McrPartBDrugAvgSalesPrice/ 
01a_2008asp files. asp,  for  use  for 
therapeutic  radiopharmaceuticals. 

We  continue  to  believe  that  the  use  of 
ASP  information  for  OPPS  payment 
would  provide  an  opportunity  to 
improve  payment  accuracy  for  these 
products  by  applying  em  established 
methodology  that  has  already  been 
successfully  implemented  under  the 
OPPS  for  other  separately  payable  drugs 
and  biologicals.  As  is  the  case  with 
other  drugs  and  biologicals  subject  to 
ASP  reporting,  in  order  for  a  therapeutic 
radiopharmaceutical  to  receive  payment 
based  on  ASP  beginning  January  1, 

2010,  we  would  need  to  receive  ASP 
information  from  the  manufacturer  no 
later  than  November  1,  2009,  that  would 
reflect  therapeutic  radiopharmaceutical 
sales  in  the  third  quarter  of  CY  2009 
(July  1,  2009,  through  September  30, 
2009).  These  data  would  not  be 
available  for  publication  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  but  would  be  included  in  the 
Jemuary  2010  OPPS  quarterly  release 
that  would  update  the  payment  rates  for 
separately  payable  drugs,  biologicals, 
and  therapeutic  radiopharmaceuticals 
based  on  the  most  recent  ASP  data, 
consistent  with  our  customary  practice 
over  the  past  4  years  when  we  have 
used  the  ASP  methodology  for  payment 
of  separately  payable  drugs  and 
biologicals  under  the  OPPS.  In  addition, 
we  would  need  to  receive  information 
from  radiopharmaceutical 
manufactmers  that  would  allow  us  to 
calculate  a  imit  dose  cost  estimate  based 
on  the  applicable  HCPCS  code  for  the 
therapeutic  radiopharmaceutical. 

We  realize  that  not  all  therapeutic 
radiopharmaceutical  manufacturers  may 
be  willing  or  able  to  submit  ASP 
information  for  a  variety  of  reasons.  We 
are  proposing  to  provide  payment  at  the 
ASP  rate  if  ASP  information  is  available 
for  a  given  calendar  year  quarter  or,  if 
ASP  information  is  not  available,  we  are 
proposing  to  provide  payment  based  on 
the  most  recent  hospital  mean  unit  cost 
data  that  we  have  available.  We  believe 


that  both  methodologies  represent  an 
appropriate  and  adequate  proxy  for 
average  hospital  acquisition  cost  and 
associated  handling  costs  for  these 
products.  Therefore,  if  ASP  information 
for  the  appropriate  period  of  sales 
related  to  payment  in  any  CY  2010 
quarter  is  not  available,  we  would  rely 
on  the  CY  2008  mean  unit  cost  data 
derived  from  hospital  claims  to  set  the 
payment  rates  for  therapeutic 
radiopharmaceuticals.  We  note  that  this 
is  not  the  usual  OPPS  process  that  relies 
on  alternative  data  sources,  such  as 
WAC  or  AWP,  when  ASP  information  is 
temporeirily  unavailable,  prior  to 
defaulting  to  the  mean  unit  cost  from 
hospital  claims  data.  We  are  proposing 
this  methodology  specifically  for 
therapeutic  radiopharmaceuticals 
whereby  we  would  immediately  default 
to  the  mean  unit  cost  from  hospital 
claims  if  sufficient  ASP  data  were  not 
available  because  we  are  not  proposing 
to  require  therapeutic 
radioflharmaceutical  manufacturers  to 
report  ASP  data  at  this  time.  We  do  not 
believe  that  WAC  or  AWP  is  an 
appropriate  proxy  to  provide  OPPS 
payment  for  average  therapeutic 
radiopharmaceutical  acquisition  cost 
and  associated  handling  costs  when 
manufactmers  are  not  required  to 
submit  ASP  data  and,  therefore, 
pa3Tnent  based  on  WAC  or  AWP  could 
continue  for  the  full  calendeu"  year. 

Recognizing  that  we  may  need  to 
utilize  mean  unit  cost  data  to  pay  for 
therapeutic  radiopharmaceuticals  in  CY 
2010  if  ASP  data  are  not  submitted,  we 
evaluated  the  mean  unit  cost 
information  in  the  CY  2010  claims  data 
for  all  therapeutic  radiopharmaceuticals 
for  this  proposed  rule.  We  noticed  that 
we  had  numerous  claims  with  service 
units  greater  than  one  for  HCPCS  code 
A9543  (Yttrium  Y-90  ibritumomab 
tiuxetan,  therapeutic,  per  treatment 
dose,  up  to  40  millicuries)  and  A9545 
(Iodine  1-131  tositumomab,  therapeutic, 
per  treatment  dose),  when  the  long 
descriptors  for  these  therapeutic 
radiopharmaceuticals  clearly  indicate 
“per  treatment  dose”  and,  therefore,  we 
would  expect  the  service  units  on  every 
claim  to  be  one.  In  contrast,  the  other 


six  therapeutic  radiopharmaceuticals 
that  would  be  separately  payable  in  CY 
2010  all  include  “per  millicurie”  in 
their  HCPCS  code  descriptors,  so 
reporting  multiple  service  units  for 
those  items  could  be  appropriate.  We  do 
not  believe  that  hospitals  billing  more 
than  one  unit  of  HCPCS  codes  A9543 
orA9545  on  a  claim  are  correctly 
reporting  these  products  and,  therefore, 
we  believe  these  claims  are  incorrectly 
coded.  Although  we  do  not  normally 
examine  hospital  reporting  patterns  for 
individual  services,  pricing  an 
individual  item,  such  as  a  therapeutic 
radiopharmaceutical  with  low  volume, 
may  argue  for  more  aggressive  trimming 
to  remove  inaccimate  claims.  Therefore, 
we  removed  all  claims  with  imits 
greater  than  one  for  these  two 
therapeutic  radiopharmaceuticals  before 
estimating  their  mean  unit  costs. 

Because  we  do  not  have  ASP  data  for 
therapeutic  radiopharmaceuticals  that 
were  used  for  payment  in  April  2009, 
the  proposed  payment  rates  included  in 
Addenda  A  and  B  to  this  proposed  rule 
are  based  on  mean  costs  from  historical 
hospital  claims  data  available  for  this 
proposed  rule,  subject  to  the  additioned 
trimming  of  incorrectly  coded  claims  for 
HCPCS  codes  A9543  and  A9545  as 
described  above. 

Similar  to  the  ASP  process  already  in 
place  for  drugs  and  biologicals,  we  are 
proposing  to  update  ASP  data  for 
therapeutic  radiopharmaceuticals 
through  om  quarterly  process  as 
updates  become  available.  In  addition, 
we  are  proposing  to  assess  the 
availability  of  ASP  data  for  therapeutic 
radiopharmaceuticals  quarterly,  and  if 
ASP  data  become  available  midyear,  we 
would  transition  at  the  next  available 
quarter  to  ASP-based  payment.  For 
example,  if  ASP  data  are  not  available 
for  the  quarter  begiiming  January  2010 
(that  is,  ASP  information  reflective  of 
third  quarter  CY  2009  sales  are  not 
submitted  in  October  2009),  then  the 
next  opportvmity  to  begin  payment 
based  on  ASP  data  for  a  therapeutic 
radiopharmaceutical  would  be  April 
2010  if  ASP  data  reflective  of  fourth 
quarter  CY  2009  sales  were  submitted  in 
January  2010. 


Table  29— Proposed  CY  2010  Separately  Payable  Therapeutic  Radiopharmaceuticals 


CY  2009 
HCPCS 
Code 

CY  2009  short  descriptor 

Proposed  CY 
2010  APC 

Proposed  CY 
2010  SI 

A9fi17 

11.31  indide  rap  rx  . 

1064 

K 

A9530  . 

1131  iodide  sol,  rx  . . . 

1150 

K 

A9S4.3 

Y90  ibritumomab,  rx  . . . 

1643 

K 

A9.S48 

II 31  toaitiimnmah  rx  . 

1645 

K 

A9S63 

P32  Na  phosphate . 

1675 

K 

A9564  . 

P32  chromic  phosphate . 

1676 

K 
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Table  29— Proposed  CY  2010  Separately  Payable  Therapeutic  Radiopharmaceuticals— Continued 


CY  2009 
HCPCS 
Code 

CY  2009  short  descriptor 

Proposed  CY 
2010  APC 

Proposed  CY 
2010  SI 

A9600  . 

Sr89  strontium  . 

0701 

K 

A9605  . 

Sm  153  lexidronm . 

0702 

6.  Proposed  Payment  for  Nonpass- 
Through  Drugs,  Biologicals,  and 
Radiopharmaceuticals  With  HCPCS 
Codes,  But  Without  OPPS  Hospital 
Claims  Data 

Public  Law  108-173  does  not  address 
the  OPPS  payment  in  CY  2005  and  after 
for  drugs,  biologicals,  and 
radiopharmaceuticals  that  have  assigned 
HCPCS  codeSj  but  that  do  not  have  a 
reference  AWP  or  approval  for  payment 
as  pass-through  drugs  or  biologicals. 
Because  there  is  no  statutory  provision 
that  dictated  payment  for  such  drugs, 
biologicals  and  radiopharmaceuticals  in 
CY  2005,  and  because  we  had  no 
hospital  claims  data  to  use  in 
establishing  a  payment  rate  for  them,  we 
investigated  several  pajnment  options  for 
CY  2005  and  discussed  them  in  detail 
in  the  CY  2005  OPPS  final  rule  with 
comment  period  (69  FR  65797  through 
65799). 

For  CYs  2005  to  2007,  we 
implemented  a  policy  to  provide 
separate  payment  for  new  drugs, 
biologicals,  and  radiopharmaceuticals 
with  HCPCS  codes  (specifically  those 
new  drug,  biological,  emd 
radiopharmaceutical  HCPCS  codes  in 
each  of  those  calendar  years  that  did  not 
crosswalk  to  predecessor  HCPCS  codes) 
but  which  did  not  have  pass-through 
status,  at  a  rate  that  was  equivalent  to 
the  payment  they  received  in  the 
physician’s  office  setting,  established  in 
accordance  with  the  ASP  methodology 
for  drugs  and  biologicals,  and  based  on 
charges  adjusted  to  cost  for 
radiopharmaceuticals.  For  CYs  2008  and 
2009,  we  finalized  a  policy  to  provide 
payment  for  new  drugs  (excluding 
contrast  agents)  and  biologicals 
(excluding  implantable  biologicals  for 
CY  2009)  with  HCPCS  codes,  but  which 
did  not  have  pass-through  status  and 
were  without  OPPS  hospital  claims 
data,  at  ASP+5  percent  and  ASP+4 
percent,  respectively,  consistent  with 
the  final  OPPS  payment  methodology 
for  other  separately  payable  drugs  and 
biologicals.  New  therapeutic 
radiopharmaceuticals  were  paid  at 
charges  adjusted  cost  based  on  the 
statutory  requirement  for  CY  2008  and 
CY  2009  and  payment  for  new 
diagnostic  radiopharmaceuticals  was 
packaged  in  both  years.  For  CY  2010,  we 
eire  proposing  to  continue  the  CY  2009 


payment  methodology  for  new  drugs 
(excluding  contrast  agents)  and 
nonimplantable  biologicals  and  extend 
the  methodology  to  payment  for  new 
therapeutic  radiopharmaceuticals,  when 
their  period  of  payment  at  charges 
adjusted  to  cost  no  longer  would  apply. 
Therefore,  for  CY  2010,  we  are 
proposing  to  provide  payment  for  new 
drugs  (excluding  contrast  agents); 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  with 
HCPCS  codes  (those  new  CY  2010  drug 
(excluding  contrast  agents), 
nonimplantable  biological,  and 
therapeutic  radiopharmaceutical  HCPCS 
codes  that  do  not  crosswalk  to  CY  2009 
HCPCS  codes),  but  which  do  not  have 
pass-through  status  and  are  without 
OPPS  hospital  claims  data,  at  ASP+4 
percent,  consistent  with  the  proposed 
CY  2010  payment  methodology  for  other 
separately  payable  nonpass-through 
drugs,  nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals.  We 
believe  this  proposed  policy  would 
ensure  that  new  nonpass-through  drugs, 
nonimp lantahle  biologicals,  and 
therapeutic  radiopharmaceuticals  would 
be  treated  like  other  drugs, 
nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  under 
the  OPPS,  unless  they  are  granted  pass¬ 
through  status.  Only  if  they  are  pass¬ 
through  drugs,  nonimplantable 
biologicals,  or  therapeutic 
radiopharmaceuticals  would  they 
receive  a  different  payment  for  CY  2010, 
generally  equivalent  to  the  payment 
these  drugs  and  biologicsds  would 
receive  in  the  physician’s  office  setting, 
consistent  with  the  requirements  of  the 
statute.  We  are  proposing  to  continue 
packaging  payment  for  all  new  nonpass¬ 
through  diagnostic 

radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  with 
HCPCS  codes  (those  new  CY  2010 
diagnostic  radiopharmaceutical, 
contrast  agent,  and  implantable 
biological  HCPCS  codes  that  do  not 
crosswalk  to  predecessor  HCPCS  codes), 
consistent  with  the  proposed  packaging 
of  all  existing  nonpass-through 
diagnostic  radiopharmaceuticals, 
contrast  agents  and  implantable 
biologicals,  as  discussed  in  more  detail 
in  section  V.B.2.d.  of  this  proposed  rule. 


In  accordance  with  the  OPPS  ASP 
methodology,  in  the  absence  of  ASP 
data,  we  are  proposing,  for  CY  2010,  to 
continue  the  policy  we  implemented 
beginning  in  CY  2005  of  using  the  WAC 
for  the  product  to  establish  the  initial 
payment  rate  for  new  nonpass-through 
drugs  and  biologicals  with  HCPCS 
codes,  but  which  are  without  OPPS 
claims  data.  However,  we  note  that  if 
the  WAC  is  also  unavailable,  we  would 
make  payment  at  95  percent  of  the 
product’s  most  recent  AWP.  We  also  are 
proposing  to  assign  status  indicator  “K” 
to  HCPCS  codes  for  new  drugs  and 
nonimplantable  biologicals  without 
OPPS  claims  data  and  for  which  we 
have  not  granted  pass-through  status. 

We  further  note  that,  with  respect  to 
new  items  for  which  we  do  not  have 
ASP  data,  once  their  ASP  data  become 
available  in  later  quarter  submissions, 
their  payment  rates  under  the  OPPS 
would  be  adjusted  so  that  the  rates 
would  be  based  on  the  ASP 
methodology  and  set  to  the  finalized 
ASP-based  amount  (proposed  for  CY 
2010  at  ASP+4  percent)  for  items  that 
have  not  been  granted  pass-through 
status. 

For  CY  2010,  we  also  are  proposing  to 
base  payment  for  new  therapeutic 
radiopharmaceuticals  with  HCPCS 
codes  as  of  January  1,  2010,  but  which 
do  not  have  pass-through  status,  on  the 
WACs  for  these  products  if  ASP  data  for 
these  therapeutic  radiopharmaceuticals 
are  not  available.  If  the  WACs  are  also 
unavailable,  we  are  proposing  to  make 
pa5maent  for  new  therapeutic 
radiopharmaceuticals  at  95  percent  of 
their  most  recent  AWPs  because  we 
would  not  have  mean  costs  firom 
hospital  claims  data  upon  which  to  base 
payment.  Analogous  to  new  drugs  and 
biologicals,  we  are  proposing  to  assign 
status  indicator  “K”  to  HCPCS  codes  for 
new  therapeutic  radiopharmaceuticals 
for  which  we  have  not  granted  pass¬ 
through  status. 

Consistent  with  other  ASP-based 
payments,  for  CY  2010,  we  are 
proposing  to  make  any  changes  to  the 
payment  amounts  for  new  drugs  and 
biologicals  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  and  also 
on  a  queuterly  basis  on  the  CMS  Web 
site  during  CY  2010  if  later  quarter  ASP 
submissions  (or  more  recent  WACs  or 
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AWPs)  indicate  that  changes  to  the 
payment  rates  for  these  drugs  and 
biologicals  are  necessary.  The  payment 
rates  for  new  therapeutic 
radiopharmaceuticals  would  also  be 
changed  accordingly,  based  on  later 
quarter  ASP  submissions.  We  note  that 
the  new  CY  2010  HCPCS  codes  for 
drugs,  biologicals,  and  therapeutic 
radiopharmaceuticals  eu'e  not  available 
at  the  time  of  development  of  this 
proposed  rule.  However,  they  will  be 
included  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  where 
they  will  be  assigned  comment  indicator 
“NI”  to  reflect  that  their  interim  final 
OPPS  treatment  is  open  to  public 
I  comment  on  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period. 

There  are  several  nonpass-through 
drugs  and  biologicals  that  were  payable 
in  CY  2008  and/or  CY  2009  for  which 
we  do  not  have  any  CY  2008  hospital 
claims  data  available  for  this  proposed 
rule  and  for  which  there  are  no  other 
HCPCS  codes  that  describe  different 
doses  of  the  same  drug  but  for  which  we 


do  have  pricing  information  for  the  ASP 
methodology.  We  note  that  there  are 
currently  no  therapeutic 
radiopharmaceuticals  in  this  category. 

In  order  to  determine  the  packaging 
status  of  these  items  for  CY2010,  we 
calculated  an  estimate  of  the  per  day 
cost  of  each  of  these  items  by 
multiplying  the  payment  rate  for  each 
product  based  on  ASP+4  percent, 
similar  to  other  nonpass-through  drugs 
and  biologicals  paid  separately  under 
the  OPPS,  by  an  estimated  average 
number  of  units  of  each  product  that 
would  typically  be  furnished  to  a 
patient  during  one  administration  in  the 
hospital  outpatient  setting.  We  are 
proposing  to  package  items  for  which 
we  estimated  the  per  administration 
cost  to  be  less  than  or  equal  to  $65, 
which  is  the  general  packaging 
threshold  that  we  are  proposing  for 
drugs,  nonimplantable  biologicals,  and 
therapeutic  radiopharmaceuticals  in  CY 
2010.  We  are  proposing  to  pay 
separately  for  items  with  an  estimated 
per  day  cost  greater  than  $65  (with  the 


exception  of  diagnostic 
radiopharmaceuticals,  contrast  agents 
and  implantable  biologicals,  which  we 
are  proposing  to  continue  to  package 
regardless  of  cost,  as  discussed  in  more 
detail  in  section  V.B.2.d.  of  this 
proposed  rule)  in  CY  2010.  We  are 
proposing  that  the  CY  2010  payment  for 
separately  payable  items  without  CY 
2008  claims  data  would  be  ASP-i-4 
percent,  similar  to  payment  for  other 
separately  payable  nonpass-through 
drugs  and  biologicals  under  the  OPPS. 
In  accordance  with  the  ASP 
methodology  used  in  the  physician’s 
office  setting,  in  the  absence  of  ASP 
data,  we  are  proposing  to  use  the  WAC 
for  the  product  to  establish  the  initial 
payment  rate.  However,  we  note  that  if 
the  WAC  is  also  unavailable,  we  would 
make  payment  at  95  percent  of  the  most 
recent  AWP  available. 

Table  30  lists  all  of  the  nonpass¬ 
through  drugs  and  biologicals  without 
available  CY  2008  claims  data  to  which 
these  policies  would  apply  in  CY  2010. 


Table  30— Drugs  and  Biologicals  Without  CY  2008  Claims  Data 


CY  2009 
HCPCS  code 

- f 

1 

CY  2009  long  descriptor  | 

Estimated  av¬ 
erage  number 
of  units  per 
administration 

Proposed  CY 
2010  SI 

Proposed  CY 
2010  APC 

90681  . 

1 

K 

1239 

90696  . 

1 

N 

J0364  . 

12 

N 

J2724  . 

2240 

K 

1139 

J3355  . 

2 

K 

1741 

J9215  . 

5 

K 

0865 

Finally,  there  are  eight  drugs  and 
biologicals,  shown  in  Table  31  below, 
that  were  payable  in  CY  2008,  but  for 
which  we  lack  CY  2008  claims  data  and 
any  other  pricing  information  for  the 
ASP  methodology.  In  CY  2009,  for 
similar  items  without  CY  2007  claims 
data  and  without  pricing  information  for 
the  ASP  methodology,  we  stated  that  we 
were  unable  to  determine  their  per  day 
cost  and  we  packaged  these  items  for 


the  year,  assigning  these  items  status 
indicator  “N.” 

For  CY  2010,  we  are  proposing  to 
change  the  status  indicator  for  the  eight 
drugs  and  biologicals  shown  in  Table  31 
below  to  status  indicator  “E”  (Not  paid 
by  Medicare  when  submitted  on 
outpatient  claims  (any  outpatient  bill 
type))  as  these  drugs  and  biologicals  are 
not  currently  sold  or  have  been 
identified  as  obsolete.  In  addition,  we 


are  proposing  to  provide  separate 
payment  for  these  drugs  and  biologicals 
if  pricing  information  reflecting  recent 
s^es  becomes- available  mid-year  in  CY 
2010  for  the  ASP  methodology.  If 
pricing  information  becomes  available, 
we  would  assign  the  products  status 
indicator  “K”  and  pay  for  them 
separately  for  the  remainder  of  CY  2010. 


Table  31— Drugs  and  Biologicals  Without  Information  on  per  day  Cost  and  Without  Pricing  Information 

FOR  THE  ASP  Methodology 


CY  2009  HCPCS 
code 

- — - — - ; - , 

CY  2009  short  descriptor 

Proposed  CY 
2010  SI 

90296  . 

Diphtheria  antitoxin . 

E 

90581  . 

Anthrax  vaccine,  sc  . 

E 

90727 

E 

.10128 

E 

.103.50 

E 

.10395 

E 

.114.52 

E 

.12460 

E 
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VI.  Proposed  Estimate  of  OPPS 
Transitional  Pass-Through  Spending 
for  Drugs,  Biologicals, 
Radiopharmaceuticals,  and  Devices 

A.  Background 

Section  1833(t)(6)(E)  of  the  Act  limits 
the  total  projected  amount  of 
transitional  pass-through  payments  for 
drugs,  hiologicals, 

radiopharmaceuticals,  and  categories  of 
devices  for  a  given  year  to  an 
’’applicable  percentage”  of  total 
program  pa5nments  estimated  to  he  made 
under  section  1833(t)  of  the  Act  for  all 
covered  services  furnished  for  that  year 
under  the  hospital  OPPS.  For  a  year 
before  CY  2004,  the  applicable 
percentage  was  2.5  percent;  for  CY  2004 
and  subsequent  years,  we  specify  the 
applicable  percentage  up  to  2.0  percent. 

If  we  estimate  before  the  beginning  of 
the  calendar  year  that  the  total  amount 
of  pass-through  pa)mients  in  that  year 
would  exceed  the  applicable  percentage, 
section  1833(t)(6)(E)(iii)  of  the  Act 
requires  a  imiform  reduction  in  the 
amount  of  each  of  the  transitional  pass¬ 
through  payments  made  in  that  year  to 
ensure  that  the  limit  is  not  exceeded. 

We  make  an  estimate  of  pass-through 
spending  to  determine  not  only  whether 
payments  exceed  the  applicable 
percentage,  but  also  to  determine  the 
appropriate  reduction  to  the  conversion 
factor  for  the  projected  level  of  pass¬ 
through  spending  in  the  following  yem 
in  order  to  ensure  that  total  estimated 
pass-through  spending  for  the 
prospective  payment  year  is  budget 
neutral  as  required  by  section 
1883(t)(6)(E)  of  the  Act. 

For  devices,  developing  an  estimate  of 
pass-through  spending  in  CY  2010 
entails  estimating  spending  for  two 
groups  of  items.  The  first  group  of  items 
consists  of  device  categories  that  were 
recently  made  eligible  for  pass-through^ 
payment  and  that  would  continue  to  be 
eligible  for  pass-through  payment  in  CY 
2010.  The  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66778) 
describes  the  methodology  we  have 
used  in  previous  years  to  develop  the 
pass-through  spending  estimate  for 
known  device  categories  continuing  into 
the  applicable  update  year.  The  second 
group  contains  items  that  we  know  are 
newly  eligible,  or  project  would  be 
newly  eligible,  for  device  pass-through 
payment  in  the  remaining  quarters  of 
CY  2009  or  beginning  in  CY  2010.  As 
discussed  in  section  V.A.4.  of  this 
proposed  rule,  because  we  are 
proposing  that,  beginning  in  CY  2010, 
the  pass-through  evaluation  process  and 
pass-through  payment  for  implantable 
biologicals  newly  approved  for  pass¬ 
through  payment  beginning  on  or  after 


January  1,  2010,  that  are  always 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  would  be  the  device  pass¬ 
through  process  and  payment 
methodology  only,  the  estimate  of  pass¬ 
through  spending  for  these  implantable 
biologicals  newly  eligible  for  pass¬ 
through  payment  beginning  in  CY  2010 
would  be  included  in  the  pass-through 
spending  estimate  for  this  second  group 
of  device  categories.  The  sum  of  the  CY 
2010  pass-through  estimates  for  these 
two  groups  of  device  categories  would 
equal  the  total  CY  2010  pass-through 
spending  estimate  for  device  categories 
with  pass-through  status. 

For  devices  eligible  for  pass-through 
payment,  section  1833(t)(6)(D)(ii)  of  the 
Act  establishes  the  pass-through  amount 
as  the  amount  by  which  the  hospital’s 
charges  for  the  device,  adjusted  to  cost, 
exceeds  the  portion  of  the  otherwise 
applicable  Medicare  OPD  fee  schedule 
that  the  Secretary  determines  is 
associated  with  the  device.  As  discussed 
in  section  IV.A.2.  of  this  proposed  rule, 
we  deduct  firom  the  pass-through 
payment  for  an  identified  device 
category  eligible  for  pass-through 
payment  an  amount  that  reflects  the 
portion  of  the  APC  payment  amount 
that  we  determine  is  associated  with  the 
cost  of  the  device,  defined  as  the  device 
APC  offset  amount,  when  we  believe 
that  predecessor  device  costs  for  the 
device  category  newly  approved  for 
pass-through  payment  (hereinafter 
referred  to  as  the  new  device  category) 
are  already  packaged  into  the  existing 
APC  structure.  For  each  device  category 
that  becomes  newly  eligible  for  device 
pass-through  payment,  including  an 
implantable  biological  under  om  CY 
2010  proposal,  we  estimate  pass¬ 
through  spending  to  be  the  difference 
between  payment  for  the  device 
category  and  the  device  APC  offset 
amount,  if  applicable,  for  the 
procedures  that  would  use  the  device.  If 
we  determine  that  predecessor  device 
costs  for  the  new  device  category  are  not 
already  included  in  the  existing  APC 
structure,  the  pass-through  spending 
estimate  for  the  device  category  would 
be  the  full  payment  at  charges  adjusted 
to  cost. 

For  drugs  and  biologicals  eligible  for 
pass-through  payment,  section 
1833(t)(6)(D)(i)  of  the  Act  establishes  the 
pass-through  payment  amount  as  the 
amount  by  which  the  amount 
authorized  under  section  1842(o)  of  the 
Act  (or,  if  the  drug  or  biological  is 
covered  imder  a  competitive  acquisition 
contract  under  section  1847B  of  the  Act, 
an  amount  determined  by  the  Secretary 
equal  to  the  average  price  for  the  drug 
or  biological  for  all  competitive 


acquisition  areas  and  year  established 
under  such  section  as  calculated  and 
adjusted  by  the  Secretary)  exceeds  the 
portion  of  the  otherwise  applicable  fee 
schedule  amount  that  the  Secretary 
determines  is  associated  with  the  drug 
or  biological.  Because  we  are  proposing 
to  pay  for  most  nonpass-through 
separately  payable  drugs  and 
nonimplantable  biologicals  under  the 
CY  2010  OPPS  at  ASP-i-4  percent,  which 
represents  the  otherwise  applicable  fee 
schedule  amount  associated  with  most 
pass-through  drugs  and  biologicals,  and 
because  we  would  pay  for  pass-through 
drugs  and  nonimplantable  biologicals  at 
ASP+6  percent  or  the  Part  B  drug  CAP 
rate,  if  applicable,  our  estimate  of  drug 
and  nonimplantable  biological  pass¬ 
through  payment  for  CY  2010  is  not 
zero.  Furthermore,  payment  for  certain 
drugs,  specifically  diagnostic 
radiopharmaceuticals,  contrast  agents, 
and  implantable  biologicals  without 
pass-through  status,  would  always  be 
packaged  into  payment  for  the 
associated  procedures  because  these 
products  would  never  be  separately 
paid.  However,  all  pass-through 
diagnostic  radiopharmaceuticals  and 
contrast  agents  and  those  implantable 
biologicals  with  pass-through  status 
approved  prior  to  CY  2010  would  be 
paid  based  at  ASP+6  percent  or  the  Part 
B  drug  CAP  rate,  if  applicable,  like  other 
pass-through  drugs  and  biologicals. 
Therefore,  om  estimate  of  pass-through 
payment  for  all  diagnostic 
radiopharmaceuticals  and  contrast 
agents  and  those  implantable  hiologicals 
with  pass-through  status  approved  prior 
to  CY  2010  is  also  not  zero. 

In  section  V.A.6.  of  this  proposed 
rule,  we  discuss  our  proposal  to 
determine  if  the  cost  of  certain  “policy- 
packaged”  drugs,  including  diagnostic 
radiopharmaceuticals  and  contrast 
agents,  are  already  packaged  into  the 
existing  APC  structure.  If  we  determine 
that  a  “policy-packaged”  drug  approved 
for  pass-through  payment  resembles 
predecessor  diagnostic 
radiopharmaceuticals  and  contrast 
agents  already  included  in  the  costs  of 
the  APCs  that  would  be  associated  with 
the  drug  receiving  pass-through 
pa)mient,  we  are  proposing  to  offset  the 
amount  of  pass-through  payment  for 
diagnostic  radiopharmaceuticals  and 
contrast  agents.  For  these  drugs,  the 
APC  offset  amount  would  be  the  portion 
of  the  APC  payment  for  the  specific 
procedure  being  performed  with  the 
diagnostic  radiopharmaceutical  or 
contrast  agent  receiving  pass-through 
payment  that  is  attributable  to 
diagnostic  radiopharmaceuticals  and 
contrast  agents,  which  we  refer  to  as  the 
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“policy-packaged”  drug  APC  offset 
amount.  If  we  determine  that  an  offset 
is  appropriate  for  a  specific  diagnostic 
radiopharmaceutical  or  contrast  agent 
receiving  pass-through  payment,  we 
would  reduce  om-  estimate  of  pass¬ 
through  payment  for  these  drugs  by  this 
amount.  We  have  not  established  a 
policy  to  offset  pass-through  payment 
for  implantable  biologicals  when 
approved  for  pass-through  payment  as  a 
d^g  or  biological,  that  is,  for  CY  2009 
and  earlier,  so  we  would  consider  full 
payment  at  ASP-i-6  percent  for  these 
implantable  biologicals  receiving 
biological  pass-through  payment  in  our 
estimate  of  CY  2010  pass-through 
spending  for  drugs  and  biologicals. 

We  note  that  the  Part  B  drug  CAP 
program  has  been  suspended  beginning 
January  1,  2009.  We  refer  readers  to  the 
Medicare  Learning  Network  (MLN) 
Matters  Special  Edition  article  SE0833 
for  more  information  on  this 
suspension.  As  of  the  publication  of  this 
proposed  rule,  the  Part  B  drug  CAP 
program  has  not  been  reinstituted. 
Therefore,  for  this  proposed  rule,  we 
will  continue  to  not  have  an  effective 
Part  B  drug  CAP  rate  for  pass-through 
drugs  and  biologicals.  Similar  to 
estimates  for  devices,  the  first  group  of 
drugs  and  biologicals  requiring  a  pass¬ 
through  payment  estimate  consists  of 
those  products  that  were  recently  made 
eligible  for  pass-through  payment  and 
that  would  continue  to  be  eligible  for 
pass-through  payment  in  CY  2010.  The 
second  group  contains  drugs  and 
nonimplantable  biologicals  that  we 
know  are  newly  eligible,  or  project 
would  be  newly  eligible,  beginning  in 
CY  2010.  The  sum  of  the  CY  2010  pass¬ 
through  estimates  for  these  two  groups 
of  drugs  and  biologicals  would  equal  the 
total  CY  2010  pass-through  spending 
estimate  for  drugs  and  biologicals  with 
pass-through  status. 

B.  Proposed  Estimate  of  Pass-Through 
Spending 

We  are  proposing  to  set  the  applicable 
percentage  limit  at  2.0  percent  of  the 
total  OPPS  projected  payments  for  CY 
2010,  consistent  with  our  OPPS  policy 
from  CY  2004  through  2009.  As  we 
discuss  in  section  IV.A.  of  this  proposed 
rule,  there  are  currently  no  device 
categories  receiving  pass-through 
payment  in  CY  2009  that  would 
continue  for  payment  during  CY  2010. 
Therefore,  there  are  no  device  categories 
in  the  first  group,  that  is,  device 
categories  recently  made  eligible  for 
pass-through  payment  and  continuing 
into  CY  2010,  and  the  estimate  for  this 
group  is  $0. 

As  stated  earlier,  we  are  proposing  in 
section  V.A.4.  of  this  proposed  rule  to 


specify  that,  beginning  in  CY  2010,  the 
pass-through  evaluation  process  and 
pass-through  payment  for  implantable 
biologicals  that  are  always  surgically 
inserted  or  implanted  {though  a 
surgical  incision  or  a  natural  orifice) 
would  be  the  device  pass-through 
process  and  payment  methodology  only. 
Therefore,  we  are  proposing  to  continue 
considering  existing  implantable 
biologicals  approved  for  pass-through 
payment  under  the  drugs  and 
biologicals  pass-through  provision  prior 
to  CY  2010  as  drugs  and  biologicals  for 
pass-through  payment  estimate 
purposes.  These  implantable  biologicals 
that  have  been  approved  for  pass¬ 
through  status  prior  to  CY  2010  would 
continue  to  be  considered  drugs  and 
biologicals  until  they  expire  from  pass¬ 
through  status.  Therefore,  the  pass¬ 
through  spending  estimate  for  this  first 
group  of  pass-through  devices  would 
not  include  currently  eligible 
implantable  biologicals  that  have  been 
granted  pass-through  status  prior  to  CY 
2010. 

In  section  V.A.4.  of  this  proposed 
rule,  we  are  proposing  that  payment  for 
implantable  biologicals  newly  eligible 
for  pass-through  payment  beginning  in 
CY  2010  would  be  based  on  hospital 
charges  adjusted  to  cost,  rather  than  the 
ASP  methodology  that  is  applicable  to 
pass-through  drugs  and  biologicals. 
Therefore,  we  are  proposing  that, 
beginning  in  CY  2010,  the  estimate  of 
pass-through  spending  for  implantable 
biologicals  first  paid  as  pass-through 
devices  in  CY  2010  be  based  on  the 
payment  methodology  for  pass-through 
devices,  and  be  included  in  the  device 
pass-through  spending  estimate. 

In  estimating  CY  2010  pass-through 
spending  for  device  categories  in  the 
second  group,  that  is,  device  categories 
that  we  knew  at  the  time  of  the 
development  of  this  proposed  rule 
would  be  newly  eligible  for  pass¬ 
through  payment  in  CY  2010  (of  which 
there  are  none),  additional  device 
categories  (including  categories  that 
would  describe  implantable  biologicals) 
that  we  estimate  could  be  approved  for 
pass-through  status  subsequent  to  the 
development  of  this  proposed  rule  and 
before  January  1,  2010,  and  contingent 
projections  for  new  categories 
(including  categories  that  would 
describe  implantable  biologicals  in  the 
second  through  fomth  quarters  of  CY 
2010),  we  are  proposing  to  use  the 
general  methodology  described  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66778),  while 
also  taking  into  account  recent  OPPS 
experience  in  approving  new  pass¬ 
through  device  categories.  There  are  no 
new  device  categories  (including 


categories  that  would  describe 
implantable  biologicals)  for  CY  2010  of 
which  we  are  aware  at  the  time  of 
development  of  this  proposed  rule.  The 
estimate  of  CY  2010  pass-through 
spending  for  this  second  group  is  $10.0 
million. 

Employing  our  established 
methodology  that  the  estimate  of  pass¬ 
through  device  spending  in  CY  2010 
incorporates  CY  2010  estimates  of  pass¬ 
through  spending  for  known  device 
categories  continuing  in  CY  2010,  those 
known  or  projected  to  be  first  effective 
January  1,  2010,  and  those  device 
categories  projected  to  be  approved 
during  subsequent  quarters  of  CY  2009 
or  CY  2010,  om  proposed  estimate  of 
total  pass-through  spending  for  device 
categories  is  $10.0  million  for  CY  2010. 

To  estimate  CY  2010  pass-through 
spending  for  drugs  and  biologicals  in 
the  first  group,  specifically  those  drugs 
(including  radiopharmaceuticals  and 
contrast  agents)  and  biologicals 
(including  implantable  biologicals) 
recently  made  eligible  for  pass-through 
payment  and  continuing  into  CY  2010, 
we  are  proposing  to  utilize  the  most 
recent  Mediceure  physician’s  office  data 
regarding  their  utilization,  information 
provided  in  the  respective  pass-through 
applications,  historical  hospital  claims 
data,  pharmaceutical  industry 
information,  and  clinical  information 
regarding  those  drugs  or  biologicals,  in 
order  to  project  the  CY  2010  OPPS 
utilization  of  the  products.  For  the 
known  drugs  and  biologicals  (excluding 
diagnostic  radiopharmaceuticals, 
contrast  agents,  and  implantable 
biologicals)  that  would  continue  on 
pass-through  status  in  CY  2010,  we  then 
estimate  the  total  pass-through  payment 
amount  as  the  difference  between 
ASP+6  percent  or  the  Part  B  drug  CAP 
rate,  as  applicable,  and  ASP+4  percent, 
aggregated  across  the  projected  CY  2010 
OPPS  utilization  of  these  products. 
Because  payment  for  a  diagnostic 
radiopharmaceutical  or  contrast  agent 
would  be  packaged  if  the  product  were 
not  paid  separately  due  to  its  pass¬ 
through  status,  we  include  in  the  pass¬ 
through  estimate  the  difference  between 
payment  for  the  drug  or  biological  at 
ASP-t-6  percent  (or  WAC+6  percent,  or 
95  percent  of  AWP,  if  ASP  information 
is  not  available)  and  the  “policy- 
packaged”  drug  APC  offset  amount,  if 
we  have  determined  that  the  diagnostic 
radiopharmaceutical  or  contrast  agent 
approved  for  pass-through  payment 
resembles  predecessor  diagnostic 
radiopharmaceuticals  and  contrast 
agents  already  included  in  the  costs  of 
the  APCs  that  would  be  associated  with 
the  drug  receiving  pass-through 
payment.  Because  payment  for  an 
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implantable  biological  continuing  on 
pass-through  status  in  CY  2010  would 
be  packaged  if  the  product  were  not 
paid  separately  due  to  its  pass-through 
status  and  because  we  have  not 
established  a  pass-through  payment 
offset  policy  for  implantable  biologicals 
when  approved  for  pass-through 
payment  as  biologicals,  that  is,  for  CY 
2009  and  earlier,  we  include  in  the  pass¬ 
through  spending  estimate  the  full 
payment  for  these  implantable 
biological  at  ASP+6  percent  {or  WAC+6 
percent  or  95  percent  of  AWP,  if  ASP  is 
not  available).  Based  on  the  results  of 
these  analyses,  we  are  proposing  the 
estimated  pass-through  spending 
attributable  to  the  first  group  (that  is,  the 
known  drugs  and  biologicals,  including 
implantable  biologicals  continuing  with 
pass-through  eligibility  in  CY  2010) 
described  above  to  be  approximately 
$8.9  million  for  CY  2010.  This  $8.9 
million  estimate  of  CY  2010  pass¬ 
through  spending  for  the  first  group  of 
pass-through  drugs  and  biologicals 
reflects  the  current  pass-through  drugs 
and  biologicals  that  are  continuing  on 
pass-through  status  into  CY  2010;  these 
products  are  displayed  in  Table  22  in 
section  V.A.3.  of  this  proposed  rule. 

To  estimate  CY  2010  pass-through 
spending  for  drugs  and  nonimplantable 
biologicals  in  the  second  group  (that  is, 
drugs  and  nonimplantable  biologicals 
that  we  know  at  the  time  of 
development  of  this  proposed  rule 
would  he  newly  eligible  for  pass¬ 
through  payment  in  CY  2010  (of  which 
there  are  none),  additional  drugs  and 
nonimplantable  biologicals  that  we 
estimate  could  he  approved  for  pass¬ 
through  status  subsequent  to  the 
development  of  this  proposed  rule  and 
before  January  1,  2010,  and  projections 
for  new  drugs  and  nonimplantable 
biologicals  that  could  be  initially 
eligible  for  pass-through  payment  in  the 
second  through  foiulh  quarters  of  CY 
2010,  we  are  proposing  to  use 
utilization  estimates  from  pass-through 
applicants,  pharmaceutical  industry 
data,  clinical  information,  recent  trends 
in  the  per  unit  ASPs  of  hospital 
outpatient  drugs,  and  projected  aimual 
changes  in  service  volume  and  intensity 
as  our  basis  for  making  the  CY  2010 
pass-through  payment  estimate.  We  also 
are  considering  the  most  recent  OPPS 
experience  in  approving  new  pass¬ 
through  drugs  and  nonimplantable 
biologicals.  As  noted  earlier,  consistent 
with  our  proposal  discussed  in  section 
V.A.4.  of  this  proposed  rule,  we  are 
proposing  to  include  new  implantable 
biologicals  that  we  would  expect  to  be 
approved  for  pass-through  status  as 
devices  beginning  in  CY  2010  in  the 


second  group  of  items  considered  for 
device  pass-through  estimate  purposes. 
Therefore,  we  are  not  including 
implantable  biologicals  in  the  second 
group  of  items  in  the  drug  and 
biological  pass-through  spending 
estimate.  We  also  are  proposing  in 
section  V.A.5.  of  this  proposed  rule  to 
revise  our  pass-through  payment  policy 
regarding  “new”  drugs  and  biologicals 
that  were  not  receiving  hospital 
outpatient  payment  as  of  December  31, 
1996  and  that  also  meet  the  other 
criteria  for  receiving  pass-through 
payment.  Specifically,  we  are  proposing 
to  change  the  start  date  of  the  pass¬ 
through  payment  eligibility  period  for  a 
“new”  drug  or  biological  from  the  first 
date  on  which  pass-through  payment  is 
made  to  the  date  on  which  payment  is 
first  made  for  a  drug  or  biological  as  an 
outpatient  hospital  service  under  Part  B, 
using  the  date  of  first  sale  of  the  drug 
or  biological  in  the  United  States  after 
FDA  approval  as  a  proxy,  to  better 
reflect  the  statutory  provisions  for  pass¬ 
through  payment  under  section 
1833{t)(6)  of  the  Act.  As  we  developed 
our  CY  2010  estimate  of  pass-through 
spending,  we  considered  the  most 
recent  OPPS  experience  in  approving 
new  pass-through  drugs  and 
nonimplantable  biologicals.  We  note 
that  a  number  of  the  drugs  and 
biologicals  currently  receiving  pass¬ 
through  payment  in  CY  2009  would  not 
be  eligible  for  pass-through  payment 
under  the  proposed  revised  definition  of 
the  pass-through  payment  eligibility 
period.  Therefore,  we  have  reduced  our 
estimate  of  CY  2010  pass-through 
spending  for  new  drugs  and 
nonimplantahle  biologicals  that  could 
be  initiedly  eligible  for  pass-through 
payment  beginning  in  CY  2010  to  take 
into  consideration  the  potential  effect  of 
our  proposed  CY  2010  pass-through 
payment  eligibility  period  policy  on  the 
future  number  of  drugs  and  biologicals 
newly  approved  for  pass-through 
payment  in  comparison  with  our 
historical  OPPS  experience  over  the  past 
several  years. 

Based  on  the  results  of  these  analyses, 
we  are  proposing  the  estimated  pass¬ 
through  spending  attributable  to  this 
second  group  of  drugs  emd  biologicals  to 
be  approximately  $19.1  million  for  CY 
2010.  We  note  that,  as  discussed  in 
section  V.A.  of  this  proposed  rule, 
radiopharmaceuticals  are  considered 
drugs  for  pass-through  purposes. 
Therefore,  we  have  included 
radiopharmaceuticals  as  drugs  in  our 
proposed  CY  2010  pass-through 
spending  estimate. 

In  accordance  with  the 
comprehensive  methodology  described 
above  in  this  section,  we  estimate  that 


total  pass-through  spending  for  the 
device  categories  and  the  drugs  and 
biologicals  that  eire  continuing  for  pass¬ 
through  payment  into  CY  2010  and 
those  device  categories,  drugs,  and 
nonimplantable  biologicals  that  first 
become  eligible  for  pass-through  status 
during  CY  2010,  would  be 
approximately  $38  million,  which 
represents  0.12  percent  of  total  OPPS 
projected  payments  for  CY  2010. 

Because  we  estimate  that  pass-through 
spending  in  CY  2010  would  not  amount 
to  2.0  percent  of  total  projected  OPPS 
CY  2010  program  spending,  we  are 
proposing  to  return  1.88  percent  of  the 
pass-through  pool  to  adjust  the 
conversion  factor,  as  we  discuss  in 
section  II.B.  of  this  proposed  rule. 

VII.  Proposed  OPPS  Payment  for 
Brachytherapy  Sources 

A.  Background 

Section  1833(t)(2)(H)  of  the  Act,  as 
added  by  section  621(b)(2)(C)  of  Public 
Law  108-173  (MM A),  mandated  the 
creation  of  additional  groups  of  covered 
OPD  services  that  classify  devices  of 
brachytherapy  consisting  of  a  seed  or 
seeds  (or  radioactive  source) 
(“brachytherapy  sources”)  separately 
from  other  services  or  groups  of 
services.  The  additional  groups  must 
reflect  the  number,  isotope,  and 
radioactive  intensity  of  the 
brachytherapy  sources  furnished  and 
include  separate  groups  for  palladium- 
103  and  iodine-125  sources. 

Section  1833(t){16)(C)  of  the  Act,  as 
added  by  section  621(b)(1)  of  Public 
Law  108-173,  established  payment  for 
brachytherapy  sources  furnished  from 
January  1,  2004,  through  December  31, 
2006,  based  on  a  hospital’s  charges  for 
each  brachytherapy  source  furnished 
adjusted  to  cost.  Under  section 
1833(t)(16){C)  of  the  Act,  charges  for  the 
brach5^herapy  sources  may  not  be  used 
in  determining  any  outlier  payments 
under  the  OPPS  for  that  period  of 
payment.  Consistent  with  our  practice 
under  the  OPPS  to  exclude  items  paid 
at  cost  from  budget  neutrality 
consideration,  these  items  were 
excluded  from  budget  neutrality  for  that 
time  period  as  well. 

In  our  CY  2007  annual  OPPS 
rulemaking,  we  proposed  and  finalized 
a  policy  of  prospective  payment  hased 
on  median  costs  for  the  11 
brachytherapy  sources  for  which  we  had 
claims  data.  We  hased  the  prospective 
payment  rates  on  median  costs  for  each 
source  from  our  CY  2005  claims  data  (71 
FR  68102  through  71  FR  68115). 

Subsequent  to  publication  of  the  CY 
2007  OPPS/ASC  final  rule  with 
comment  period,  section  107  of  Public 
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Law  109-432  (MIEA-TRHCA)  amended 
section  1833  of  the  Act.  Specifically, 
section  107(a)  of  Public  Law  109-432 
amended  section  1833(t)(16)(C)  of  the 
Act  by  extending  the  payment  period  for 
brachytherapy  sources  based  on  a 
hospital’s  charges  adjusted  to  cost  for  1 
additional  year,  through  December  31, 

2007.  Therefore,  we  continued  to  pay 
for  brachytherapy  sources  based  on 
charges  adjusted  to  cost  for  CY  2007. 

Section  107(b)(1)  of  Public  Law  109- 
432  amended  section  1833(t)(2)(H)  of 
the  Act  by  adding  a  requirement  for  the 
establishment  of  separate  payment 
groups  for  “stranded  and  non-stranded” 
brachytherapy  sources  furnished  on  or 
after  July  1,  2007,  in  addition  to  the 
existing  requirements  for  separate 
payment  groups  based  on  the  number, 
isotope,  and  radioactive  intensity  of 
brachytherapy  sources  under  section 
1833(t)(2)(H)  of  the  Act.  Section 
107(b)(2)  of  Public  Law  109-432 
authorized  the  Secretary  to  implement 
this  requirement  by  “program 
instruction  or  otherwise.”  We  note  that 
public  commenters  who  responded  to 
the  CY  2007  OPPS/ASC  proposed  rule 
asserted  that  stranded  sources,  which 
they  described  as  embedded  into  the 
stranded  suture  material  and  separated 
within  the  strand  by  material  of  an 
absorbable  nature  at  specified  intervals, 
had  greater  produdtion  costs  than  non- 
stranded  sources  (71  FR  68113  through 
68114). 

As  a  result  of  the  statutory 
requirement  to  create  separate  groups 
for  stranded  and  non-stranded  sources 
as  of  July  1,  2007,  we  established  several 
coding  changes  through  a  transmittal, 
effective  July  1,  2007  (Transmittal  1259, 
dated  June  1,  2007).  Based  on  public 
comments  received  on  the  CY  2007 
OPPS/ASC  proposed  rule  and  industry 
input,  we  were  aware  of  three  sources 
available  in  stranded  and  non-stranded 
forms  at  that  time:  Iodine-125; 
palladium-103;  and  cesium-131  (72  FR 
42746).  We  created  six  new  HCPCS 
codes  to  differentiate  the  stranded  and 
non-stranded  versions  of  iodine, 
palladium,  and  cesium  sources. 

In  Transmittal  1259,  we  indicated  that 
if  we  receive  information  that  any  of  the 
other  sources  now  designated  as  non- 
stranded  are  also  FDA-approved  and 
marketed  as  a  stranded  source,  we 
would  create  a  code  for  the  stranded 
source.  We  also  established  two  “Not 
Otherwise  Specified”  (NOS)  codes  for 
billing  stranded  and  non-stranded 
sources  that  are  not  yet  known  to  us  emd 
for  which  we  do  not  have  source- 
specific  codes.  We  established  HCPCS 
code  C2698  (Brachytherapy  source, 
stranded,  not  otherwise  specified,  per 
source)  for  stranded  NOS  sources  and 


HCPCS  code  C2699  (Brachytherapy 
source,  non-stranded,  not  otherwise 
specified,  per  source)  for  non-stranded 
NOS  sources. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66784),  we 
again  finalized  prospective  payment  for 
brachytherapy  sources,  beginning  in  CY 
2008,  with  payment  rates  determined 
using  the  CY  2006  claims-based  costs 
per  source  for  each  brachytherapy 
source.  Consistent  with  our  policy 
regarding  APC  payments  made  on  a 
prospective  basis,  we  finalized  the 
policy  in  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period  (72  FR 
66686)  to  subject  the  cost  of 
brachytherapy  sources  to  the  outlier 
provision  of  section  1833(t)(5)  of  the 
Act,  and  to  also  subject  brachytherapy 
source  payment  weights  to  scaling  for 
purposes  of  budget  neutrality. 

Therefore,  brachytherapy  sources  could 
receive  outlier  payments  if  the  costs  of 
furnishing  brachytherapy  sources  met 
the  criteria  for  outlier  payment.  In 
addition,  as  noted  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66683),  implementation  of 
prospective  payment  for  brachytherapy 
sources  would  provide  opportunities  for 
hospitals  to  receive  additional  payments 
under  certain  circumstances  through  the 
7.1  percent  rural  SCH  adjustment. 

For  CY  2008,  we  also  proposed  and 
finalized  a  policy  regarding  payment  for 
new  brachytherapy  sources  for  which 
we  have  no  claims  data  (72  FR  42749 
and  72  FR  66786,  respectively).  We 
indicated  we  would  assign  future  new 
HCPCS  codes  for  new  brachytherapy 
sources  to  their  own  APCs,  with 
prospective  payment  rates  set  based  on 
our  consideration  of  external  data  and 
other  relevant  information  regarding  the 
expected  costs  of  the  sources  to 
hospitals.  Finally,  we  proposed  and 
finalized  our  policy  to  discontinue 
using  status  indicator  “H”  (Pass- 
Through  Device  Categories.  Separate 
cost  based  pass-through  payment;  not 
subject  to  co-payment)  because  we 
would  not  be  paying  charges  adjusted  to 
costs  after  December  31,  2007,  and 
instead  adopted  a  policy  of  using  status 
indicator  “K”  (which  includes,  among 
others,  “Brachytherapy  Sources.  Paid 
under  OPPS;  separate  APC  payment”) 
for  CY  2008  (72  FR  42749  and  72  FR 
66785,  respectively). 

After  we  finalized  these  proposals  for 
CY  2008,  section  106(a)  of  Public  Law 
110-173  (MMSEA)  extended  the 
charges-adjusted-to-cost  payment 
methodology  for  brachytherapy  sources 
for  an  additional  6  months,  through 
June  30,  2008.  Because  our  final  CY 
2008  policies  paid  for  brach5^erapy 
sources  at  prospective  rates  based  on 


median  costs,  we  were  unable  to 
implement  these  policies  during  this 
extension. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  (73  FR  41502),  we  again  proposed 
prospective  payment  rates  for 
brachytherapy  sources  for  CY  2009.  We 
proposed  to  pay  for  brachytherapy 
sources  at  prospective  rates  based  on 
their  source-specific  median  costs  as 
calculated  from  CY  2007  claims  data 
available  for  CY  2009  ratesetting. 
Subsequent  to  issuance  of  the  CY  2009 
OPPS/ASC  proposed  rule,  Public  Law 
110-275  (MIPPA)  was  enacted  on  July 
15,  2008.  Section  142  of  Public  Law 
110-275  amended  section  1833(t)(16)(C) 
of  the  Act,  as  amended  by  section  106(a) 
of  Public  Law  110-173  (MMSEA),  to 
further  extend  the  payment  period  for 
brachytherapy  sources  based  on  a 
hospital’s  charges  adjusted  to  cost  from 
July  1,  2008,  through  December  31, 

2009.  Therefore,  we  continued  to  pay 
for  brachytherapy  sources  at  charges 
adjusted  to  cost  in  CY  2008  from  July  1 
through  December  31,  and  we 
maintained  the  assignment  of  status 
indicator  “H”  to  brachytherapy  sources 
for  claims  processing  purposes  in  CY 

2008.  For  CY  2009,  we  have  continued 
to  pay  for  all  separately  payable 
brachytherapy  sources  based  on  a 
hospital’s  charges  adjusted  to  cost. 
Because  brachytherapy  sources  are  paid 
'at  charges  adjusted  to  cost,  we  did  not 
subject  them  to  outlier  payments  under 
section  1833(t)(5)  of  the  Act,  or  subject 
brachytherapy  source  payment  weights 
to  scaling  for  purposes  of  budget 
neutrality.  Moreover,  during  the  CY 
2009  period  of  payment  at  charges 
adjusted  to  cost,  brachytherapy  sources 
are  not  eligible  for  the  7.1  percent  rural 
SCH  adjustment  (as  discussed  in  detail 
in  section  U.E.  of  this  proposed  rule). 

Furthermore,  for  CY  2009,  we  did  not 
adopt  the  policy  we  established  in  the 
CY  2008  OPPS/ASC  final  rule  with 
comment  period  of  paying  stranded  and 
non-stranded  NOS  codes  for 
brachytherapy  sources,  C2698  and 
C2699,  based  on  a  rate  equal  to  the 
lowest  stranded  or  non-stranded 
prospective  payment  for  such  sources. 
Also,  for  CY  2009,  we  did  not  adopt  the 
policy  we  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  regarding  payment  for  new 
brachytherapy  sources  for  which  we 
have  no  claims  data.  NOS  HCPCS  codes 
C2698  and  C2699  and  newly  established 
specific  source  codes  are  paid  at  charges 
adjusted  to  cost  through  December  31, 

2009,  consistent  with  section  142  of 
Public  Law  110-275. 

For  CY  2009,  we  finalized  our 
proposal  to  create  new  status  indicator 
“U”  (Brachytherapy  Sources.  Paid 
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under  OPPS;  sepeirate  APC  payment)  for 
brachytherapy  source  payment,  instead 
of  using  status  indicator  “K”  as 
proposed  and  finalized  for  CY  2008  for 
prospective  payment,  or  status  indicator 
“H,”  used  during  the  period  of  charges 
adjusted  to  cost  payment.  As  noted  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68670), 
assigning  a  status  indicator,  such  as 
status  indicator  “K,”  to  several  types  of 
items  and  services  with  potentially 
differing  payment  policies  added 
unnecessary  complexity  to  our 
operations.  Status  indicator  “U”  is  used 
only  for  brachytherapy  sources, 
regardless  of  their  specific  payment 
methodology  for  any  period  of  time. 

At  the  FAruary  2009  meeting,  the 
APC  Panel  recommended  paying  for 
brachytherapy  sources  in  CY  2010  using 
a  prospective  payment  methodology 
based  on  median  costs  from  claims  data. 
The  APC  Panel  reviewed  CY  2007  and 
CY  2008  brachytherapy  source  median 
costs  from  claims  data  and  noted  the 
stability  of  the  data  from  year  to  year. 

B.  Proposed  OPPS  Payment  Policy 

Under  section  142  of  Public  Law  110- 
275,  payment  for  brachytherapy  sources 
is  mandated  at  charges  adjusted  to  cost 
only  through  CY  2009.  For  CY  2010,  we 
are  proposing  to  adopt  the  general  OPPS 
prospective  payment  methodology  for 
brachytherapy  sources,  consistent  with 
section  1833{t)(2){C)  of  the  Act. 

As  we  have  previously  stated  (72  FR 
66780  and  73  FR  41502),  we  believe  that 
adopting  the  general  OPPS  prospective 
payment  methodology  for 
brachytherapy  sources  is  appropriate  for 
a  number  of  reasons.  The  general  OPPS 
payment  methodology  uses  median 
costs  based  on  claims  data  to  set  the 
relative  payment  weights  for  hospital 
outpatient  services.  This  payment 
methodology  results  in  more  consistent, 
predictable,  and  equitable  payment 
amounts  per  source  across  hospitals  by 


eliminating  some  of  the  extremely  high 
and  low  payment  amounts  resulting 
from  payment  based  on  hospitals’ 
charges  adjusted  to  cost.  We  believe  the 
OPPS  prospective  payment 
methodology  would  also  provide 
hospitals  with  incentives  for  efficiency 
in  the  provision  of  brachytherapy 
services  to  Medicare  beneficiaries. 
Moreover,  this  approach  is  consistent 
with  our  payment  methodology  for  the 
vast  majority  of  items  and  services  paid 
under  the  OPPS. 

We  are  proposing  to  use  CY  2008 
claims  data  for  setting  the  CY  2010 
payment  rates  for  brachytherapy 
sources,  as  we  are  proposing  for  most 
other  items  and  services  that  will  be 
paid  under  the  CY  2010  OPPS.  For  CY 
2008,  we  have  a  full  year  of  claims  data 
for  each  of  the  separately  payable 
sources,  including  iodine,  palladium, 
and  cesium  sources  that  have  stranded 
and  non-stranded  configurations.  As 
indicated  earlier,  the  APC  Panel,  at  the 
February  2009  meeting,  recommended 
using  the  median  cost  data  for  CY  2010 
rates.  Our  proposal  is  consistent  with 
the  APC  Panel’s  recommendation. 

We  are  proposing  to  adopt  the  other 
payment  policies  for  brachytherapy 
sources  we  finalized  in  previous  final 
rules.  We  are  proposing  to  pay  for  the 
stranded  and  non-stranded  NOS  codes, 
HCPCS  codes  C2698  and  C2699,  at  a 
rate  equal  to  the  lowest  stranded  or  non- 
stranded  prospective  payment  rate  for 
such  sources,  respectively,  on  a  per 
source  basis  (as  opposed,  for  example, 
to  a  per  mci),  which  is  based  on  the 
policy  we  established  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66785).  This  proposed 
payment  methodology  for  NOS  sources 
would  provide  payment  to  a  hospital  for 
new  sources,  while  encouraging 
interested  pjulies  to  quickly  bring  new 
sources  to  our  attention  so  that  specific 
coding  and  payment  could  be 
established. 


We  also  are  proposing  to  implement 
the  policy  we  established  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (which  was  superseded 
by  section  142  of  Pub.  L.  110-275) 
regarding  payment  for  new 
brachytherapy  sources  for  which  we 
have  no  claims  data,  based  on  the  same 
reasons  we  discussed  in  that  final  rule 
with  comment  period  (72  FR  66786). 
That  policy  is  intended  to  enable  us  to 
assign  future  new  HCPCS  codes  for  new 
brachytherapy  sources  to  their  own 
APCs,  with  prospective  payment  rates 
set  based  on  our  consideration  of 
external  data  and  other  relevant 
information  regarding  the  expected 
costs  of  the  sources  to  hospitals. 

Consistent  with  our  policy  regarding 
APC  payments  made  on  a  prospective 
basis,  we  are  proposing  to  subject 
brachytherapy  sources  to  outlier 
payments  under  section  1833(t)(5)  of  the 
Act,  and  also  to  subject  brachytherapy 
source  payment  weights  to  scaling  for 
purposes  of  budget  neutrality. 

Therefore,  brachytherapy  sources  could 
receive  outlier  payments  if  the  costs  of 
furnishing  brachj4herapy  sources  meet 
the  criteria  for  outlier  payment.  In 
addition,  as  noted  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66683),  implementation  of 
prospective  payments  for  brachytherapy 
sources  would  provide  opportunities  for 
hospitals  to  receive  additional  payments 
in  CY  2010  under  certain  circumstances 
through  the  7.1  percent  rural  adjustment 
as  described  in  section  U.E.  of  this 
proposed  rule.  Therefore,  we  are 
proposing  to  pay  for  brachytherapy 
sources  at  prospective  payment  rates 
based  on  their  source-specific  median 
costs  for  CY  2010.  The  separately 
payable  brachytherapy  source  HCPCS 
codes,  long  descriptors,  APCs,  status 
indicators,  and  approximate  median 
costs  that  we  are  proposing  for  CY  2010 
are  presented  in  Table  32. 


Table  32— Proposed  Separately  Payable  Brachytherapy  Sources  for  CY  2010 


CY2009 
HCPCS  code 

CY  2009  long  descriptor 

Proposed  CY 
2010  APC 

Proposed  CY 
2010  SI 

CY  2010 
approximate 
median  cost 

A9527  . 

Iodine  1-125,  sodium  iodide  solution,  therapeutic,  per  millicurie  . 

2632 

U 

$38 

C1716  . 

Brachytherapy  source,  non-stranded,  Gold-198,  per  source  . 

1716 

U 

42 

C1717  . 

Brach^herapy  source,  non-stranded.  High  Dose  Rate  Iridium-192,  per 
source. 

1717 

U 

220 

C1719  . 

Brachythereipy  source,  non-stranded,  Non-High  Dose  Rate  Iridium-192,  per 
source. 

1719 

U 

35 

C2616  . 

Brachytherapy  source,  non-stranded,  Yttrium-90,  per  source . 

2616 

U 

15,599 

C2634  . 

Brach^erapy  source,  non-stranded.  High  Activity,  Iodine-125,  greater  than 

1 .01  mCi  (NIST),  per  source. 

2634 

U 

60 

C2635  . 

Brachytherapy  source,  non-stranded.  High  Activity,  Palladium- 103,  greater 
than  2.2  mCi  (NIST),  persource. 

2635 

U 

28 

C2636  . 

Brachytherapy  linear  source,  non-stranded,  Palladium-103,  per  1  MM . 

2636 

U 

19 

C2638  . 

Brachytherapy  source,  stranded,  Iodine-125,  per  source  . 

2^ 

U 

43 

C2639  . 

Brachytherapy  source,  non-stranded,  Iodine-125,  per  source  . 

2639 

U 

36 
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Table  32— Proposed  Separately  Payable  Brachytherapy  Sources  for  CY  2010 — Continued 


GY  2009  long  descriptor 

Proposed  CY 
2010  APC 

Proposed  CY 
2010  SI 

CY  2010 
approximate 
m^ian  cost 

C2640  . 

Brachytherapy  source,  stranded,  Palladium-103,  per  source  . 

2640 

u 

58 

C2641  . 

Brachytherapy  source,  non-stranded,  Palladium-103,  per  source  . 

2641 

u 

'58 

C2642  . 

Brachytherapy  source,  stranded,  Cesium-131,  per  source . 

2642 

u 

100 

C2643  . 

Brachytherapy  source,  non-stranded,  Cesium-1 31 ,  per  source . 

2643 

u 

66 

C2698  . 

Brachytherapy  source,  stranded,  not  othenwise  specified,  per  source  . 

2698 

u 

*43 

C2699  . 

Brachytherapy  source,  non-stranded,  not  othenwise  specified,  per  source  ... 

2699 

u 

*28 

•Median  cost  is  that  of  the  lowest  cost  stranded  or  non-stranded  source  upon  which  CY'2010  payment  for  the  NOS  HCPCS  code  would  be 
based. 


We  continue  to  invite  hospitals  and 
other  parties  to  submit 
recommendations  to  us  for  new  HCPCS 
codes  to  describe  new  brachytherapy 
sources  consisting  of  a  radioactive 
isotope,  including  a  detailed  rationale  to 
support  recommended  new  sources. 

Such  recommendations  should  be 
directed  to  the  Division  of  Outpatient 
Care,  Mail  Stop  C4-05-17,  Centers  for 
Medicare  and  Medicaid  Services,  7500 
Security  Boulevard,  Baltimore,  MD 
21244.  We  will  continue  to  add  new 
brachytherapy  somce  codes  and 
descriptors  to  our  systems  for  payment 
on  a  quarterly  basis. 

Vin.  Proposed  OPPS  Payment  for  Drug 
Administration  Services 

A.  Background 

In  CY  2005,  in  response  to  the 
recommendations  made  by  public 
commenters  and  the  hospital  industry, 
OPPS  transitioned  from  Level  II  HCPCS 
Q-codes  to  the  use  of  CPT  codes  for  drug 
administration  services.  These  CPT 
codes  allowed  specific  reporting  of 
services  regarding  the  number  of  hours 
for  an  infusion  and  provided 
consistency  in  coding  between  Medicare 
and  other  payers.  (For  a  discussion 
regarding  coding  and  payment  for  drug 
administration  services  prior  to  CY 
2005,  we  refer  readers  to  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66787).) 

While  hospitals  began  adopting  CPT 
codes  for  outpatient  drug  administration 
services  in  CY  2005,  physicians  paid 
under  the  MPFS  were  using  HCPCS  G- 
codes  in  CY  2005  to  report  office-based 
drug  administration  services.  These  G- 
codes  were  developed  in  anticipation  of 
substantial  revisions  to  the  drug 
administration  CPT  codes  by  the  CPT 
Editorial  Panel  that  were  expected  for 
CY  2006. 

In  CY  2006,  as  anticipated,  the  CPT 
Editorial  Panel  revised  its  coding 
structure  for  drug  administration 
services  and  incorporated  new  concepts 
such  as  initial,  sequential,  and 
concurrent  services,  into  a  structure  that 


previously  distinguished  services  based 
on  type  of  administration 
(chemotherapy /nonchemotherapy) , 
method  of  administration  (injection/ 
infusion/push),  and  for  infusion 
services,  first  hour  and  additional  hours. 
For  CY  2006,  we  implemented  the  CY 
2006  drug  administration  CPT  codes 
that  did  not  reflect  the  concepts  of 
initial,  sequential,  and  concurrent 
services  under  the  OPPS,  and  we 
created  HCPCS  C-codes  that  generally 
paralleled  the  CY  2005  CPT  codes  for 
reporting  these  other  services. 

For  CY  2007,  as  a  result  of  public 
comments  on  the  proposed  rule  and 
feedback  from  the  hospital  community 
and  the  APC  Panel,  we  implemented  the 
full  set  of  CPT  codes  for  drug 
administration  services,  including  codes 
incorporating  the  concepts  of  initial, 
sequential,  and  concurrent  services.  In 
addition,  the  CY  2007  update  process 
offered  us  the  first  opportunity  to 
consider  data  gathered  from  the  use  of 
CY  2005  CPT  codes  for  purposes  of 
ratesetting.  For  CY  2007,  we  used  CY 
2005  claims  data  to  implement  a  six- 
level  APC  structure  for  drug 
administration  services.  In  CY  2008,  we 
continued  to  use  the  full  set  of  CPT 
codes  for  drug  administration  services 
and  continued  our  assignment  of  drug 
administration  services  to  this  six-level 
APC  structure. 

For  CY  2009,  we  continued  to  allow 
hospitals  to  use  the  full  set  of  CPT  codes 
for  drug  administration  services  but 
moved  from  a  six-level  APC  structme  to 
a  five-level  APC  structure.  We  note  that, 
while  there  were  changes  in  the  CPT 
numerical  coding  for  nonchemotherapy 
drug  administration  services  in  CY 
2009,  the  existing  CPT  codes  were  only 
renumbered  and  there  were  no 
significant  changes  to  the  code 
descriptors  themselves.  As  we  discussed 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68672),  the 
CY  2009  ratesetting  process  afforded  us 
the  first  opportunity  to  examine  hospital 
claims  data  for  the  full  set  of  CPT  codes 
that  reflected  the  concepts  of  initial, 
sequential,  and  concurrent  services.  For 


CY  2009,  we  performed  our  standard 
aimual  OPPS  review  of  the  clinical  and 
resource  characteristics  of  the  drug 
administration  CPT  codes  assigned  to 
the  six-level  CY  2008  APC  structure 
based  on  the  CY  2007  claims  data 
available  for  the  CY  2009  OPPS/ASC 
proposed  rule.  As  a  result  of  our 
hospital  cost  analysis  and  detailed 
clinical  review,  we  adopted  a  five-level 
APC  structure  for  CY  2009  drug 
administration  services  to  more 
appropriately  reflect  their  resource 
utilization  in  APCs  that  also  group 
clinically  similar  services.  As  we  noted 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68671), 
these  APCs  generedly  demonstrated  the 
clinically  expected  and  actually 
observed  comparative  relationships 
between  the  median  costs  of  different 
types  of  drug  administration  services, 
including  initial  and  additional 
services:  chemotherapy  and  other 
diagnostic,  prophylactic,  or  therapeutic 
services;  injections  emd  infusions;  and 
simple  and  complex  methods  of  drug 
administration.  In  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68673),  we  indicated  our  belief  that 
the  five-level  APC  structure  was  the 
most  appropriate  structure  based  on 
updated  hospital  claims  data  for  the  full 
range  of  CPT  drug  administration  codes 
for  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  because  the 
structure  resulted  in  payment  groups 
with  greater  clinical  and  resource 
homogeneity. 

B.  Proposed  Coding  and  Payment  for 
Drug  Administration  Services 

For  CY  2010,  we  are  proposing  to 
continue  to  use  the  full  set  of  CPT  codes 
for  drug  administration  services.  In 
addition,  as  a  part  of  our  standard 
aimual  review,  we  analyzed  the 
assignments  of  drug  administration  CPT 
codes  into  the  five-level  APC  structtire 
and,  based  on  the  results  of  this  review, 
are  proposing  to  continue  a  five-level 
APC  structure  for  CY  2010.  Further,  we 
are  proposing  some  minor 
reconfigurations  of  the  APCs  as 
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described  beiow  to  account  for  changes 
in  HCPCS  code-specific  median  costs 
resulting  from  updated  CY  2008  claims 
data  and  the  most  recent  cost  report 
data,  and  the  CY  2010  drug  payment 
proposal  that  is  discussed  in  section 
V.B.3.b.  of  this  proposed  rule. 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68117),  we 
explained  that  we  expected  CPT  codes 
for  additional  hours  of  infusion  to  be 
reported  with  CPT  codes  for  the  initial 
hour  of  drug  infusion.  This  would  result 
in  a  substantial  number  of  claims  for 
drug  administration  services  that  were 
unusable  for  ratesetting  purposes 
because  multiple  services  would  be 
present  on  the  same  bill  and  result  in 
essentially  no  correctly  coded  claims 
upon  which  to  set  the  median  costs  for 
the  CPT  codes  describing  additional 
hours  of  infusion.  (We  refer  readers  to 
section  II.A.l.b.  of  this  proposed  rule  for 
a  further  discussion  of  multiple  bills 
and  our  ratesetting  methodology.)  In 
order  to  use  these  claims  for  ratesetting 
purposes  for  both  the  initial  drug 
administration  codes  and  the  additional 
hour  drug  administration  codes,  we 
adopted  the  policy  of  adding  the 
additional  hour  drug  administration 
codes  to  the  bypass  list  in  order  to 
create  “pseudo”  single  claims  that 
would  be  useable  for  OPPS  ratesetting 
purposes.  After  the  creation  of  these 
“pseudo”  single  claims,  we  applied  the 
standard  OPPS  methodology  to 
calculate  HCPCS  code-specific  median 


costs  for  these  initial  and  additional 
hour  drug  administration  codes. 

As  we  explained  further  in  the  CY 
2007  OPPS/ASC  final  rule  with 
comment  period,  bypassing  these 
additional  hour  drug  administration 
CPT  codes  and  developing  additional 
“per  unit”  claims  provided  a 
methodology  for  calculating  median 
costs  for  these  previously  packaged  drug 
administration  services  which  attributed 
all  of  their  line-item  cost  data  to  their 
assigned  APCs.  However,  we  noted  that 
this  methodology  allocates  all  packaged 
costs  on  claims  for  drug  administration 
services  to  the  associated  initial  hour  of 
infusion  code.  Because  these  additional 
hours  of  infusion  codes  were  always 
reported  with  other  drug  administration 
services,  we  expected  that  the  packaging 
related  to  additional  homs  of  infusion 
would  be  appropriately  assigned  to  the 
initial  drug  administration  service  also 
included  on  the  same  claim.  While  we 
stated  our  belief  that  there  are  some 
packaged  costs  that  are  clinically  related 
to  the  second  and  subsequent  hours  of 
infusion,  especially  for  infusions  of 
packaged  drugs  spanning  several  hours, 
we  were  not  able  to  accurately  assign 
representative  portions  of  packaged 
costs  to  multiple  different  services  due 
to  the  limitations  of  our  claims  data. 

We  indicated  that  while  this 
methodology  did  not  assign  any 
packaged  costs  to  the  additional  hours 
of  drug  administration  codes,  we 
believed  this  methodology  took  into 
accoimt  all  of  the  packaging  on  claims 
for  drug  administration  services  and 


provided  a  reasonable  framework  for 
developing  median  costs  for  drug 
administration  services  that  were  often 
provided  in  combination  with  one 
another. 

Since  this  approach  was  first  adopted 
for  CY  2007,  we  have  updated  and 
expanded  the  bypass  methodology  to 
reflect  changing  drug  administration 
HCPCS  codes  that  are  recognized  under 
the  OPPS.  We  placed  all  of  the  add-on 
CPT  codes  for  drug  administration 
services,  including  the  sequential 
infusion  and  intravenous  push  codes, 
on  the  bypass  list  in  CY  2009  (73  FR  ‘ 
68513)  in  order  to  continue  this 
framework  for  transforming  these 
otherwise  unusable  multiple  bills  into 
“pseudo”  single  claims  that  can  be  used 
for  OPPS  ratesetting  purposes. 

Table  33  below  displays  the  proposed 
configurations  of  the  five  drug 
administration  APCs  for  CY  2010.  In 
proposing  to  reassign  several  HCPCS 
codes  for  CY  2010,  we  have  taken  into 
consideration  the  resource 
characteristics  of  the  services,  as 
reflected  in  their  HCPCS  code-specific 
median  costs  and  their  clinical 
characteristics.  We  believe  the  proposed 
APC  configurations  group  drug 
administration  services  that  share 
sufficiently  similar  clinical  and  resource 
characteristics,  taking  into  consideration 
.  updated  CY  2008  claims  data  and  the 
most  recent  cost  report  data  and 
common  clinical  scenarios  that  have 
been  described  to  us. 
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TABLE  33.— PROPOSED  CY  2010  DRUG  ADMINISTRATION  APCs 


CY  2009 
HCPCS 
Code 


Proposed 
CY  2010 
Approximate 
APC  Median 
Cost 


CY  2009  Long  Descriptor 


Immunization  administration  (includes 
percutaneous,  intradermal,  subcutaneous,  or 
intramuscular  \injections);  one  vaccine  (single  or 
combination  vaccine/toxoid) 


Immunization  administration  (includes 
percutaneous,  intradermal,  subcutaneous,  or 
intramuscular  injections);  each  additional  vaccine 
(single  or  combination  vaccine/toxoid)  (List 
separately  in  addition  to  code  for  primary 
procedure) 


Immunization  administration  by  intranasal  or  oral 
route;  one  vaccine  (single  or  combination 
vaccine/toxoid) 


Professional  services  for  allergen  immunotherapy 
not  including  provision  of  allergenic  extracts; 
single  injection 


Professional  services  for  allergen  immunotherapy 
not  including  provision  of  allergenic  extracts;  2  or 
more  injections 


Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
immunotherapy;  single  or  multiple  antigens 
(specify  number  of  doses) 


96366 


Intravenous  infusion,  for  therapy,  prophylaxis,  or 
diagnosis  (specify  substance  or  drug);  each 
additional  hour  (List  separately  in  addition  to  code 
for  orimarv  procedure) 
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CY  2009 
HCPCS 
Code 

Proposed 
CY  2010 
APC 

Proposed 

CY  2010 
Approximate 
APC  Median 
Cost 

CY  2009  Long  Descriptor 

96371 

Subcutaneous  infusion  for  therapy  or  prophylaxis 
(specify  substance  or  drug);  additional  pump  set¬ 
up  with  establishment  of  new  subcutaneous 
infusion  site(s)  (List  separately  in  addition  to  code 
for  primary  procedure) 

96372 

Therapeutic,  prophylactic,  or  diagnostic  injection 
(specify  substance  or  drug);  subcutaneous  or 
intramuscular 

96379 

Unlisted  therapeutic,  prophylactic,  or  diagnostic 
intravenous  or  intra-arterial  injection  or  infusion 

96549 

Unlisted  chemotherapy  procedure 

95144 

0437 

$38 

Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
immunotherapy,  single  dose  vial(s)  (specify 
number  of  vials) 

95145 

Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
inununotherapy  (specify  number  of  doses);  single 
stinging  insect  venom 

95148 

Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
immunotherapy  (specify  number  of  doses);  4 
single  stinging  insect  venoms 

95149 

Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
immunotherapy  (specify  number  of  doses);  5 
single  stinging  insect  venoms 

95170 

Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
immunotherapy;  whole  body  extract  of  biting 
insect  or  other  arthropod  (specify  number  of 
doses) 

WSf 
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CY  2009  Long  Descriptor 


Subcutaneous  infusion  for  therapy  or  prophylaxis 
(specify  substance  or  drug);  each  additional  hour 
(List  separately  in  addition  to  code  for  primary 
procedure) 


Therapeutic,  prophylactic,  or  diagnostic  injection 
(specify  substance  or  drug);  intra-arterial 


Therapeutic,  prophylactic,  or  diagnostic  injection 
(specify  substance  or  drug);  intravenous  push, 
single  or  initial  substance/drug 


Therapeutic,  prophylactic,  or  diagnostic  injection 
(specify  substance  or  drug);  each  additional 
sequential  intravenous  push  of  a  new 
substance/drug  (List  separately  in  additional  to 
code  for  primary  procedure) 


Chemotherapy  administration,  subcutaneous  or 
intramuscular;  non-hormonal  anti-neoplastic 


Chemotherapy  administration,  subcutaneous  or 
intramuscular;  hormonal  anti-neoplastic 


Chemotherapy  administration;  intralesional,  up  to 
and  including  7  lesions 


Chemotherapy  administration,  intravenous 
infusion  technique;  each  additional  hour  (List 
separately  in  addition  to  code  for  primary 
procedure) 


Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
immunotherapy  (specify  number  of  doses);  2 
single  stinging  iPsect  venoms 


Professional  services  for  the  supervision  of 
preparation  and  provision  of  antigens  for  allergen 
immunotherapy  (specify  number  of  doses);  3 
single  stinging  insect  venoms 


Intravenous  infusion,  hydration;  initial,  3 1  minutes 
to  1  hour 


Chemotherapy  administration;  intravenous,  push 
technique,  each  additional  substance/drug  (List 
separately  in  addition  to  code  for  primary 
procedure)  _ 
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CY  2009 
HCPCS 
Code 

Proposed 
CY  2010 
APC 

Proposed 

CY  2010 
Approximate 
APC  Median 

CY  2009  Long  Descriptor 

Cost ' 

96417 

Chemotherapy  administration,  intravenous 
infusion  technique;  each  additional  sequential 
infusion  (different  substance/drug),  up  to  1  hour 
(List  separately  in  addition  to  code  for  primary 
procedure) 

96420 

Chemotherapy  administration,  intra-arterial;  push 
technique 

96423 

Chemotherapy  administration,  intra-arterial; 
infusion  technique,  each  additional  hour  (List 
separately  in  addition  to  code  for  primary 
procedure) 

96542 

Chemotherapy  injection,  subarachnoid  or 
intraventricular  via  subcutaneous  reservoir,  single 
or  multiple  agents 

95990 

0439 

'  $128 

Refilling  and  maintenance  of  implantable  pump  or 
reservoir  for  drug  delivery,  spinal  (intrathecal, 
epidural)  or  brain  (intraventricular); 

95991 

Refilling  and  maintenance  of  implantable  pump  or 
reservoir  for  drug  delivery,  spinal  (intrathecal, 
epidural)  or  brain  (intraventricular);  administCTed 
by  physician 

96365 

Intravenous  infusion,  for  therapy,  prophylaxis,  or 
diagnosis  (specify  substance  or  drug);  initial,  up  to 

1  hour 

96369 

Subcutaneous  infusion  for  therapy  or  prophylaxis 
(specify  substance  or  drug);  initial,  up  to  1  hour, 
including  pump  set-up  and  establishment  of 
subcutaneous  infusion  site(s) 

96406 

Chemotherapy  administration;  intralesional,  more 
than  7  lesions 

96409 

. 

Chemotherapy  administration;  intravenous,  push 
technique,  single  or  initial  substance/drug 

96440 

Chemotherapy  administration  into  pleural  cavity, 
requiring  and  including  thoracentesis 

96521 

Refilling  and  maintenance  of  portable  pump 

96522 

Refilling  and  maintenance  of  implantable  pump  or 
reservoir  for  drug  delivery,  systemic  (eg, 
intravenous,  intra-arterial) 
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CY  2009 
HCPCS 
Code 

Proposed 
CY  2010 
APC 

Proposed 
CY2010 
Approximate 
APC  Median 
Cost 

CY  2009  Long  Descriptor 

C8957 

Intravenous  intusion  for  therapy/diagnosis; 
initiation  of  prolonged  infusion  (more  than  eight 
hours),  requiring  use  of  portable  or  implantable 
pump 

96413 

0440 

$217 

Chemotherapy  administration;  intravenous 
infusion  technique;  up  to  1  hour,  single  or  initial 
substance/drug 

96416 

Chemotherapy  administration,  intravenous 
infusion  technique;  initiation  of  prolonged 
chemotherapy  infusion  (more  than  8  hours), 
requiring  use  of  a  portable  or  implantable  pump 

96422 

Chemotherapy  administration,  intra-arterial; 
infusion  technique,  up  to  1  hour 

96425 

Chemotherapy  administration,  intra-arterial; 
infusion  technique,  initiation  of  prolonged  infusion 
(more  than  8  hours),  requiring  the  use  of  a  portable 
or  implantable  pump 

96445 

96450 

Chemotherapy  administration,  into  CNS  (eg, 
intrathecal),  requiring  and  including  spinal 
puncture 

BILLING  CODE  412(M>1-C 

IX.  Proposed  OPPS  Payment  for 
Hospital  Outpatient  Visits 

A.  Background 

Currently,  hospitals  report  visit 
HCPCS  codes  to  describe  three  types  of 
OPPS  services:  Clinic  visits,  emergency 
department  visits,  and  critical  care 
services.  For  OPPS  purposes,  we 
recognize  clinic  visit  codes  as  those 
codes  defined  in  the  CPT  codebook  to 
report  evaluation  and  management 
(E/M)  services  provided  in  the 
physician’s  office  or  in  an  outpatient  or 
other  ambulatory  facility.  We  recognize 
emergency  department  visit  codes  as 
those  codes  used  to  report  E/M  services 


provided  in  the  emergency  department. 
Emergency  department  visit  codes 
consist  of  five  CPT  codes  that  apply  to 
Type  A  emergency  departments,  and 
five  Level  II  HCPCS  codes  that  apply  to 
Type  B  emergency  departments.  For 
OPPS  purposes,  we  recognize  critical 
care  codes  as  those  CPT  codes  used  by 
hospitals  to  report  critical  care  services 
that  involve  the  “direct  delivery  by  a 
physician(s)  of  medical  care  for  a 
critically  ill  or  critically  injured 
patient,”  as  defined  by  the  CPT 
codebook.  In  Transmittal  1139,  Change 
Request  5438,  dated  December  22,  2006, 
we  stated  that,  under  the  OPPS,  the  time 
that  can  be  reported  as  critical  care  is 
the  time  spent  by  a  physician  and/or 


hospital  staff  engaged  in  active  face-to- 
face  critical  care  of  a  critically  ill  or 
critically  injured  patient.  Under  the 
OPPS,  we  also  recognize  HCPCS  code 
G0390  (Trauma  response  team 
associated  with  hospital  critical  care 
service)  for  the  reporting  of  a  trauma 
response  in  association  with  critical 
care  services. 

We  are  proposing  to  continue 
recognizing  these  CPT  and  HCPCS 
codes  describing  clinic  visits.  Type  A 
and  B  emergency  department  visits, 
critical  care  services,  and  trauma  team 
activation  provided  in  association  with 
critical  care  services  for  CY  2010.  These 
codes  are  listed  below  in  Table  34. 


Table  34 — Proposed  HCPCS  Codes  Used  To  Report  Clinic  and  Emergency  Department  Visits  and  Critical 

Care  Services 


CY2009 
HCPCS  code 


CY  2009  descriptor 


Clinic  Visit  HCPCS  Codes 


99201  .  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  1). 

99202  . .  I  Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  2). 
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Table  34 — Proposed  HCPCS  Codes  Used  To  Report  Clinic  and  Emergency  Department  Visits  and  Critical 

Care  Services— Continued 


CY2009 
HCPCS  code 

CY  2009  descriptor 

99203  . 

99204  . 

99205  . 

99211  . 

99212  . 

99213  . 

99214  . 

99215  . 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  3). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  4). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  a  new  patient  (Level  5). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  1). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  2). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  3). 

Office  or  other  outjsatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  4). 

Office  or  other  outpatient  visit  for  the  evaluation  and  management  of  an  established  patient  (Level  5). 

Emergency  Department  Visit  HCPCS  Codes 

99281  . 

99282  . 

99283  . . 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  1). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  2). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  3). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  4). 

Emergency  department  visit  for  the  evaluation  and  management  of  a  patient  (Level  5). 

Type  B  emergency  department  visit  (Level  1). 

Type  B  emergency  department  visit  (Level  2). 

Type  B  emergency  department  visit  (Level  3). 

Type  B  emergency  department  visit  (Level  4). 

Type  B  emergency  department  visit  (Level  5). 

99284  . 

99285  . 

G0380  . 

G0381  . 

G0382  . 

G0383  . 

G0384  . 

Critical  Care  Services  HCPCS  Codes 

99291  . 

99292  . 

G0390  . 

Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient;  first  30-74  minutes. 

Critical  care,  evaluation  and  management  of  the  critically  ill  or  critically  injured  patient;  eachadditional  30  minutes. 

Trauma  response  associated  with  hospital  critical  care  service. 

During  the  February  2009  APC  Panel 
meeting,  the  APC  Panel  recommended 
that  CMS  present  at  the  next  APC  Panel 
meeting  ah  analysis  of  the  most 
common  diagnoses  and  services 
associated  w^ith  Type  A  and  Type  B 
emergency  department  visits,  including 
an  analysis  by  hospital-specific 
characteristics,  as  well  as  an  analysis  of 
CY  2008  claims  data  for  clinic  and 
emergency  department  (Types  A  and  B) 
visits.  The  APC  Panel  also 
recommended  that  the  work  of  the 
Visits  and  Observation  Subcommittee 
continue.  We  are  adopting  these 
recommendations  and  plcm  to  provide 
the  requested  data  and  analyses  to  the 
APC  Panel  at  an  upcoming  meeting. 

B.  Proposed  Policies  for  Hospital 
Outpatient  Visits 

1.  Clinic  Visits:  New  and  Established 
Patient  Visits 

As  reflected  in  Table  34,  hospitcds  use 
different  CPT  codes  for  clinic  visits 
based  on  whether  the  patient  being 
treated  is  a  new  or  an  established 
patient.  Beginning  in  CY  2009,  we 
refined  the  definitions  of  new  and 
established  patients  to  reflect  whether 
or  not  the  patient  has  been  registered  as 
an  inpatient  or  outpatient  of  the  hospital 
within  the  past  3  years.  A  patient  who 
has  been  registered  as  an  inpatient  or 
outpatient  of  the  hospital  ;within  the  3 
years  prior  to  a  visit  would  be 


considered  to  be  an  established  patient 
for  that  visit,  while  a  patient  who  has 
not  been  registered  as  an  inpjatient  or 
outpatient  of  the  hospital  within  the  3 
years  prior  to  a. visit  would  be 
considered  to  be  a  new  patient  for  that 
visit.  We  refer  readers  to  the  CY  2009 
OPPS/ASC  final  nile  with  comment 
period  (73  FR  68677  through  68680)  for 
a  full  discussion  of  the  refined 
definitions. 

We  continue  to  believe  that  defining 
new  or  established  patient  status  based 
on  whether  the  patient  has  been 
registered  as  an  inpatient  or  outpatient 
of  the  hospital  within  the  3  years  prior 
to  a  visit  will  reduce  hospitals’ 
administrative  burden  associated  with 
reporting  appropriate  clinic  visit  CPT 
codes.  For  CY  2010,  we  are  proposing  to 
continue  recognizing  the  refined 
definitions  of  new  and  established 
patients,  and4:o  continue  our  policy  of 
calculating  median  costs  for  clinic  visits 
under  the  OPPS  using  historical 
hospital  claims  data.  As  discussed  in 
detail  in  section  II.A.2.e.(l)  of  this 
proposed  rule  and  consistent  with  our 
CY  2009  policy,  when  calculating  the 
median  costs  for  the  clinic  visit  APCs 
(0604  through  0608),  we  would  utilize 
our  methodology  that  excludes  those 
claims  for  visits  that  are  eligible  for 
payment  through  the  extended 
assessment  and  management  composite 
APC  8002  (Level  I  Extended  Assessment 


and  Management  Composite).  We 
believe  that  this  approach  would 
continue  to  result  in  the  most  accurate 
cost  estimates  for  APCs  0604  through 
0608  for  CY  2010.  / 

2.  Emergency  Department  Visits 

Since  CY  2007,  we  have  recognized 
two  different  types  of  emergency 
departments  for  payment  purposes 
under  the  OPPS — Type  A  emergency 
departments  and  Type  B  emergency 
departments.  As  described  in  greater 
detail  below,  by  providing  pa5Tnent  for 
two  types  of  emergency  departments, 
we  recognize  for  OPPS  payment 
purposes  both  the  CPT  definition  of  an 
emergency  department,  which  requires 
the  facility  to  be  available  24  hours,  and 
the  requirements  for  emergency 
departments  specified  in  the  provisions 
of  the  Emergency  Medical  Treatment 
and  Labor  Act  (EMTALA)  (Pub.  L.  99- 
272),  which  do  not  stipulate  24  hour 
availability  but  do  specify  other 
obligations  for  hospitals  that  offer 
emergency  services.  For  more  detailed 
information  on  the  EMTALA  provisions, 
we  refer  readers  to  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68680). 

In  the  CY  2007  OPPS/ASC  final  rule 
with  comment  period  (71  FR  68132),  we 
finalized  the  definition  of  Type  A 
emergency  departments  to  distinguish 
them  from  Type  B  emergency 
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departments.  A  Type  A  emergency  4 
department  must  be  available  to  provide 
services  24  hours  a  day,  7  days  a  week, 
and  meet  one  or  both  of  the  following 
requirements  related  to  the  EMTALA 
definition  of  a  dedicated  emergency 
departnient,  specifically:  (1)  It  is 
licensed  hy  the  State  in  which  it  is 
located  under  the  applicable  State  law 
as  an  emergency  room  or  emergency 
department;  or  (2)  It  is  held  out  to  the 
public  (by  name,  posted  signs, 
advertising,  or  other  means)  as  a  place 
that  provides  care  for  emergency 
medical  conditions  on  an  urgent  basis 
without  requiring  a  previously 
scheduled  appointment.  For  CY  2007 
(71  FR  68140),  we  assigned  the  five  CPT 
E/M  emergency  department  visit  codes 
for  services  provided  in  Type  A 
emergency  departments  to  five  created 
Emergency  Visit  APCs,  specifically  APC 
0609  (Level  1  Emergency  Visits),  APC 
0613  (Level  2  Emergency  Visits),  APC 
0614  (Level  3  Emergency  Visits),  APC 
0615  (Level  4  Emergency  Visits),  and 
APC  0616  (Level  5  Emergency  Visits). 

We  defined  a  Type  B  emergency 
department  as  any  dedicated  emergency 
department  that  incurred  EMTALA 
obligations,  but  did  not  meet  the  CPT 
definition  of  an  emergency  department. 
For  example,  a  hospital  department  or 
facility  that  may  be  characterized  as  a 
Type  B  emergency  department  would 
meet  the  definition  of  a  dedicated 
emergency  department,  but  may  not  be 
available  24  hours  a  day,  7  days  a  week. 
Hospitals  or  facilities  with  such 
dedicated  emergency  departments  incur 
EMTALA  obligations  with  respect  to  an 
individual  who  presents  to  the 
department  and  requests,  or  has  a 
request  made  on  his  or  her  behalf, 
examination  or  treatment  for  a  medical 
condition. 

To  determine  whether  visits  to  Type 
B  emergency  depcutments  have  different 
resource  costs  than  visits  to  either 


clinics  or  Type  A  emergency 
departments,  in  the  CY  2007  OPPS/ASC 
final  rule  with’ comment  period  (71  FR 
68132),  we  finalized  a  set  of  five  HCPCS 
G-codes  for  use  by  hospitals  to  report 
visits  to  all  entities  that  meet  the 
definition  of  a  dedicated  emergency 
department  under  the  EMTALA 
regulations  but  that  are  not  Type  A 
emergency  departments.  These  codes 
are  called  “Type  B  emergency 
department  visit  codes.”  In  the  CY  2007 
OPPS/ASC  final  rule  with  comment 
period  (71  FR  68132),  we  explained  that 
these  new  HCPCS  G-codes  would  serve 
as  a  vehicle  to  capture  median  cost  and 
resource  differences  among  visits 
provided  by  Type  A  emergency 
departments.  Type  B  emergency 
departments,  and  clinics.  We  stated  that 
the  reporting  of  specific  HCPCS  G-codes 
for  emergency  department  visits 
provided  in  Type  B  emergency 
departments  would  permit  us  to 
specifically  collect  and  analyze  the 
hospital  resource  costs  of  visits  to  these 
facilities  in  order  to  determine  if,  in  the . 
future,  a  proposal  for  an  alternative 
payment  policy  might  he  warranted.  We 
expected  hospitals  to  adjust  their 
charges  appropriately  to  reflect 
differences  in  Type  A  and  Type  B 
emergency  depeutment  visit  costs. 

As  we  noted  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68681),  the  CY  2007  claims  data 
used  for  that  rulemaking  system  were 
from  the  first  year  of  claims  data 
available  for  analysis  that  included 
hospital’s  cost  data  for  these  new  Type 
B  emergency  department  HCPCS  visit 
codes.  Based  on  our  analysis  of  the  CY 
2007  claims  data,  we  confirmed  that  the 
median  costs  of  Type  B  emergency 
department  visits  were  less  than  the 
median  costs  of  Type  A  emergency 
department  visits  for  all  but  the  level  5 
visit.  In  other  words,  the  median  costs 
from  the  CY  2007  hospital  claims 


represented  real  differences  in  the 
hospital  resource  costs  for  the  same 
level  of  visits  in  a  Type  A  or  Type  B 
emergency  department.  Therefore,  for 
CY  2009,  we  adopted  the  August  2008 
APC  Panel  recommendation  to  assign 
levels  1  through  4  Type  B  emergency 
department  visits  to  their  own  APCs  and 
to  assign  the  level  5  Type  B  emergency 
department  visit  to  the  same  APC  as  the 
level  5  Type  A  emergency  department 
visit. 

We  now  have  CY  2008  cost  data  for 
CY  2010  ratesetting  for  the  Type  B 
emergency  department  HCPCS  G-codes, 
representing  a  second  year  of  claims 
data  for  these  Type  B  emergency 
department  visit  HCPCS  codes.  Overall, 
we  observe  the  same  frequency  and 
pattern  of  billing  for  the  type  B 
emergency  department  visit  codes  as  we 
did  in  the  CY  2007  claims  data  (72  FR 
68681).  In  the  CY  2008  claims  available 
for  this  proposed  rule,  we  observe  that 
334  hospitals  billed  at  least  one  Type  B 
emergency  department  visit  code  in  CY 
2008,  with  a  total  frequency  of  visits 
provided  in  Type  B  emergency 
departments  of  approximately  210,000. 
All  except  5  of  the  334  hospitals 
reporting  Type  B  emergency  department 
visits  in  CY  2007  also  reported  Type  A 
emergency  department  visits.  Overall, 
many  more  hospitals  (approximately 
3,225  total  hospitals)  reported  Type  A 
emergency  department  visits  than  Type 
B  emergency  department  visits.  For 
comparison  purposes,  the  total 
frequency  of  visits  provided  in  hospital 
outpatient  clinics  and  Type  A 
emergency  departments  is 
approximately  14.8  million  and  10.4 
million,  respectively.  The  median  costs 
for  the  Type  B  emergency  department 
visit  HCPCS  codes,  as  compared  to  the 
Type  A  emergency  department  visit 
HCPCS  codes  emd  the  clinic  visit  APC 
median  costs,  are  shown  in  Table  35 
below. 


Table  35— Comparison  of  Proposed  Median  Costs  for  Clinic  Visit  APCs,  Type  B  Emergency  Department 
Visit  HCPCS  Codes,  and  Type  A  Emergency  Department  Visit  HCPCS  Codes 


Visit  ievel 

Proposed  CY 
2010  clinic 
visit  eipproxi- 
mate  APC 
median  cost 

Proposed  CY  ! 
2010  type  B  1 
emer^ncy 
department  i 
approximate 
HCPCS  code 
median  cost 

Proposed  CY 
2010  type  A 
emergency 
visit  approxi¬ 
mate  HCPCS 
code  median 
cost 

$55 

$46 

$& 

71 

65 

8! 

87 

95 

14 

112 

132 

22' 

164 

251 

33- 
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As  demonstrated  in  Table-35,  the 
median  costs  of  the  lowest  level  visits 
based  on  the  CY  2008  claims  data  are 
similar  across  all  settings,  including 
clinic  and  Type  A  and  B  emergency 
departments.  Visit  levels  2  and  3  share 
similar  resource  costs  in  the  clinic  and 
Type  B  emergency  department  settings, 
while  visits  provided  in  Type  A 
emergency  departments  have  higher 
estimated  resource  costs  at  these  levels. 
The  level  4  clinic  visit  APC  is  less 
resovuce-intensive  thail  the  level  4  Type 
B  emergency  department  visit,  which  is 
similarly  less  resource-intensive  than 
the  level  4  Type  A  emergency 
department  visit.  Similarly,  the  level  5 
clinic  visit  APC  is  less  resource¬ 
intensive  than  the  level  5  Type  B 
emergency  department  visit,  which  is 
less  resource-intensive  than  the  level  5 
Type  A  emergency  department  visit. 

This  pattern  of  relative  cost 
differences  between  Type  A  and  Type  B 
emergency  department  visits  is  largely 
consistent  with  the  distributions  we 
observed  in  the  CY  2007  data,  with  the 
exception  that,  in  the  CY  2008  claims 
data,  we  observe  a  relatively  lower 
HCPCS  code-specific  median  cost 
associated  with  level  5  Type  B 
emergency  department  visits  compared 
to  the  HCPCS-code  specific  median  cost 
of  level  5  Type  A  emergency  department 
visits,  in  contrast,  in  our  CY  2007  claims 
data  we  observed  similar  resource  costs 
for  level  5  Type  A  and  Type  B 
emergency  department  visits.  In  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68683),  we 
hypothesized  that  for  the  highest  level 
of  emergency  department  visits,  the 
resources  required  would  be  the  same  in 
both  emergency  department  settings. 
Now  that  more  data  on  Type  B 
emergency  department  visits  are 
available,  and  hospitals  have  more 
experience  billipg  for  Type  B  services, 
we  observe  differences  in  the  resources 
for  the  highest  level  emergency 
department  visits  to  Type  A  and  Type 
B  emergency  departments.  We  shared 
this  cost  and  frequency  data  with  the 
Visits  and  Observation  Subcommittee  of 
the  APC  Panel  during  the  February  2009 
meeting. 

As  noted  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68683),  we  performed  data  analyses 
regarding  the  costs  of  Type  A  and  Type 
B  emergency  department  visits  in 
addition  to  our  standard  median  cost 
calculations.  These  analyses  included 
studying  the  emergency  department 
visit  costs  of  hospitals  that  billed  Type 
B  emergency  department  visits  only, 
analyzing  the  cost  data  for  hospitals  that 
billed  both  Type  A  and  Type  B 
emergency  department  visits,  and 


evaluating  whether  there  were 
differences  in  the  costs  of  Type  A  and 
Type  B  emergency  department  visits  by 
Medicare  contractor  to  ascertain 
whether  there  were  differences  in  how 
Medicare  contractors  have  interpreted 
our  Type  A  and  Type  B  emergency 
department  visit  policies.  In  the  CY 
2007  data,  we  observed  that  hospitals 
that  billed  both  Type  A  and  Type  B 
emergency  department  visits  had  lower 
costs  for  Type  B  emergency  department 
visits  than  Type  A  emergency 
department  visits  at  all  levels  except  for 
the  level  5  Type  B  emergency 
department  visit.  Our  analyses  of 
differences  in  Type  A  and  Type  B 
emergency  department  visit  median 
costs  by  Medicare  contractor  did  not 
identify  concerning  differences.  Overall, 
we  observed  a  distribution  of  visit  costs 
as  expected,  including  generally  lower 
Type  B  emergency  department  visit 
costs  in  comparison  with  Type  A 
emergency  department  visits,  and 
increasing  costs  for  Type  B  emergency 
department  visits  from  levels  1  through 
5,  similar  to  the  cost  increases  we 
observed  from  levels  1  through  5  for 
Type  A  emergency  department  visits. 

We  did  observe  a  few  contractors  with 
more  unusual  cost  distributions  for 
Type  B  emergency  department  visits, 
including  relatively  similar  or  higher 
costs  across  levels  1  through  5  for  Type 
B  emergency  department  visits.  For  CY 
2009,  we  concluded  that  we  had  no 
reason  to  believe  that  the  cost 
differences  between  Type  A  and  Type  B 
emergency  department  visits  evident  in 
our  aggregate  OPPS  claims  data  resulted 
from  varying  contractor  criteria  as  to 
what  defines  Type  A  and  Type  B 
emergency  departments.  We  also 
committed  to  monitoring  these 
distributions  in  future  years. 

For  this  CY  2010  proposed  rule,  we 
repeated  some  of  our  analyses  of  Type 
B  emergency  department  visits  using 
updated  CY  2008  claims  data  to  confirm 
that  Type  B  emergency  department  visit 
costs  are  generally  lower  than  Type  A 
emergency  department  visit  costs  and  to 
again  assess  whether  there  eu-e 
systematic  differences  in  the  costs  of 
Type  A  and  Type  B  emergency 
department  visits  by  Medicare 
contractor.  As  noted  above,  we  observed 
that  hospitals  that  billed  both  Type  A 
and  Type  B  emergency  department 
visits  had  lower  costs  for  Type  B 
emergency  department  visits  than  Type 
A  emergency  department  visits, 
including  level  5  Type  B  emergency 
department  visits,  which  is  a  change 
firom  the  CY  2007  data.  We  further 
evaluated  differences  in  the  costs  of 
Type  A  and  Type  B  emergency 


department  visits  by  Medicare 
contractor.  Based  on  our  analysis  of  CY 
2008  claims,  we  observed  similar 
patterns  in  HCPCS  code-specific  median 
cost  differences  between  Type  A  and 
Type  B  emergency  department  visits  as 
observed  in  the  CY  2007  claims. 

Hospitals  in  the  jurisdictions  of  most 
Medicare  contractors  have  generally 
lower  Type  B  emergency  department 
visit  costs  in  comparison  with  Type  A 
emergency  department  visits,  as  well  as 
increasing  costs  for  Type  B  emergency 
department  visits  from  levels  1  tlnough 
5,  similar  to  the  cost  increases  we 
observ'^ed  from  levels  1  through  5  for 
Type  A  emergency  department  visits. 

Like  last  year,  we  also  observed  a  few 
contractors  with  more  unusual  cost 
distributions  for  Type  B  emergency 
department  visits,  including  those  with 
Type  B  emergency  department  visit 
costs  that  are  relatively  similar  or  higher 
than  Type  A  emergency  department 
visit  costs  across  levels  1  through  5. 

Some  of  these  Medicare  contractors  are 
the  same  contractors  that  we  noted  had 
more  unusual  relative  cost  distributions 
for  Type  B  emergency  department  visits 
relative  to  Type  A  emergency 
department  visit  costs  in  the  CY  2007 
claims  data.  In  order  to  confirm  that 
these  Medicare  contractors  are  applying 
our  policies  consistently,  we  examined 
the  HCPCS  code-specific  median  costs 
for  Type  A  and  Type  B  emergency 
department  visits  for  the  providers  in 
each  Medicare  contractor’s  area.  For 
almost  all  of  these  Medicare  contractors, 
we  see  one  or  two  providers  with 
relatively  high  Type  B  emergency 
department  visit  costs  relative  to  Type 
B  emergency  department  visit  costs 
nationwide  or  with  Type  B  emergency 
department  visit  costs  that  are  relatively 
similar  to  or  higher  than  Type  A 
emergency  department  visit  costs.  These 
one  or  two  providers  have  sufficient 
visit  volumes  to  influence  the 
calculation  of  the  HCPCS  code-specific 
median  costs  for  their  respective 
Medicare  contractors. 

In  summeury,  our  further  analyses  of 
Type  B  emergency  department  visit 
costs  for  this  CY  2010  OPPS/ASC 
proposed  rule  confirm  that  the  median 
costs  of  Type  B  emergency  department 
visits  are  less  than  the  median  costs  of 
Type  A  emergency  department  visits 
across  all  levels.  Our  further  analyses 
also  confirm  that  there  are  no  significant 
differences  in  how  Medicare  contractors 
have  interpreted  our  Type  A  and  Type 
B  emergency  department  visit  reporting 
policies.  The  median  costs  from  CY 
2008  hospital  claims  represent  real 
differences  in  the  hospital  resource 
costs  for  the  same  level  of  visit  in  a 
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Type  A  or  Type  B  emergency 
department. 

Therefore,  we  are  proposing  to  pay  for 
Type  B  emergency  department  visits  in 
CY  2010  consistent  with  their  median 
costs.  Specifically,  we  are  proposing  to 
pay  levels  1  through  4  Type  B 
emergency  department  visits  through 
four  levels  of  APCs:  APC  0626  (Level  1 
Type  B  Emergency  Visits),  APC  0627 
(Level  2  Type  B  Emergency  Visits),  APC 
0628  (Level  3  Type  B  Emergency  Visits), 
and  APC  0629  (Level  4  Type  B 
Emergency  Visits).  In  addition,  we  are 
proposing  to.create  new  APC  0630 
(Level  5  Type  B  Emergency  Visits)  and 
pay  level  5  Type  B  emergency 
department  visits  through  this  new 
APC.  We  are  proposing  to  assign  HCPCS 
codes  G0380,  G0381,  G0382,  G0383,  and 
G0384  (the  levels  1,  2,  3,  4,  and  5  Type 
B  emergency  department  visit  Level  II 
HCPCS  codes)  to  APCs  0626,  0627, 

0628,  0629,  and  0630,  respectively,  for 
CY  2010.  These  HCPCS  codes  would  he 
the  only  HCPCS  codes  assigned  to  these 
APCs.  Furthermore,  to  distinguish  new 
APC  0630  from  the  APC  for  the  level  5 


Type  A  emergency  visits,  we  are 
proposing  to  modify  the  title  of  the 
current  level  5  Type  A  emergency  visit 
APC  to  incorporate  Type  A  in  the  title. 
Therefore,  the  proposed  revised  title  of 
APC  0616  would  be  “Level  5  Type  A 
Emergency  Visits.” 

This  proposal  to  pay  for  Type  B 
emergency  department  visits  based  on 
their  median  costs  is  consistent  with  the 
APC  Panel’s  March  2008 
recommendation  for  payment  of  Type  B 
emergency  department  visits.  As  part  of 
their  recommended  configuration  of 
APCs  for  Type  B  emergency  department 
visits  in  CY2009,  the  APC  Panel  also 
said  that,  given  the  limited  CY  2007 
claims  data  available  for  Type  B 
emergency  department  visits,  CMS 
should  reconsider  payment  adjustments 
as  more  claims  data  become  available. 

In  general,  the  APC  Panel’s 
recommended  CY  2009  configuration 
paid  appropriately  for  each  level  of  the 
Type  B  emergency  department  visits, 
based  on  the  resource  costs  of  the  Type 
B  emergency  department  visits  that  are 
reflected  in  claims  data.  We  believe  our 


proposed  CY  2010  configuration  also 
would  pay  appropriately  for  each  level 
of  Type  B  emergency  department  visits 
based  on  estimated  resource  costs  from 
more  recent  claims  data. 

Table  36  below  displays  the  proposed 
APC  median  costs  for  each  level  of  Type 
B  emergency  department  visit  under  our 
proposed  CY  2010  configuration.  As 
more  cost  data  become  available  and 
hospitals  gain  additional  experience 
with  reporting  visits  to  Type  B 
emergency  departments,  we  will 
continue  to  regularly  reevaluate  patterns 
of  Type  A  and  Type  B  emergency 
department  visit  reporting  to  ensure  that 
hospitals  continue  to  bill  appropriately 
and  differentially  for  these  services.  In 
addition,  according  to  our  usual 
practice,  we  will  examine  trends  in  cost 
data  over  time  and  consider  proposing 
alternative  emergency  department  visit 
APC  configurations  in  the  future  if 
updated  data  indicate  that  changes  to 
the  payment  structure  should  be 
considered. 


Table  36— Proposed  CY  2010  Type  B  Emergency  Department  Visit  APC  Assignments  and  Median  Costs 


Level  1 
Level  2 
Level  3 
Level  4 
Level  5 


Type  B  emergency  department  level 

I 

Proposed  CY  ! 
2010  APC 
assignment 

Proposed  CY 
201 0  approxi¬ 
mate  APC 
median  cost 

062*6 

1  $46 

65 

0627 

0628 

95 

0629 

132 

0630 

1  251 

! 

3.  Visit  Reporting  Guidelines 

Since  April  7,  2000,  we  have 
instructed  hospitals  to  report  facility 
resources  for  clinic  and  emergency 
department  hospital  outpatient  visits 
using  the  CPT  E/M  codes  and  to  develop 
internal  hospital  guidelines  for 
reporting  the  appropriate  visit  level. 
Because  a  national  set  of  hospital- 
specific  codes  and  guidelines  do  not 
currently  exist,  we  have  advised 
hospitals  that  each  hospital’s  internal 
guidelines  that  determine  the  levels  of 
clinic  and  emergency  department  visits 
to  be  reported  should  follow  the  intent 
of  the  CPT  code  descriptors,  in  that  the 
guidelines  should  be  designed  to 
reasonably  relate  the  intensity  of 
hospital  resources  to  the  different  levels 
of  effort  represented  by  the  codes. 

As  noted  in  detail  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66802  through  66805),  we 
observed  a  normal  and  stable 
distribution  of  clinic  and  emergency 
department  visit  levels  in  hospital 


claims  over  the  past  several  years.  The 
data  indicated  that  hospitals,  on 
average,  were  billing  all  five  levels  of 
visit  codes  with  varying  fi’equency,  in  a 
consistent  pattern  over  time.  Overall, 
both  the  clinic  and  emergency 
department  visit  distributions  indicated 
that  hospitals  were  billing  consistently 
over  time  and  in  a  manner  that 
distinguished  between  visit  levels, 
resulting  in  relatively  normal 
distributions  nationally  for  the  OPPS,  as 
well  as  for  specific  classes  of  hospitals. 
The  results  of  these  analyses  were 
generally  consistent  with  our 
understanding  of  the  clinical  and 
resource  characteristics  of  different 
levels  of  hospital  outpatient  clinic  and 
emergency  department  visits.  In  the  CY 
2008  OPPS/ASC  proposed  rule  (72  FR 
42764  through  42765),  we  specifically 
invited  public  comment  as  to  whether  a 
pressing  need  for  national  guidelines 
continued  at  this  point  in  the 
maturation  of  the  OPPS,  or  if  the  current 
system  where  hospitals  create  and  apply 
their  own  internal  guidelines  to  report 


visits  was  currently  more  practical  and 
appropriately  flexible  for  hospitals.  We 
explained  that  although  we  have 
reiterated  our  goal  since  CY  2000  of 
creating  national  guidelines,  this 
complex  undertaking  for  these 
important  and  common  hospital 
services  was  proving  more  challenging 
than  we  initially  thought  as  we  received 
new  and  expanded  information  from  the 
public  on  current  hospital  reporting 
practices  that  led  to  appropriate 
payment  for  the  hospital  resources 
associated  with  clinic  and  emergency 
department  visits.  We  stated  our  belief 
that  many  hospitals  had  worked 
diligently  and  carefully  to  develop  and 
implement  their  own  internal  guidelines 
that  reflected  the  scope  and  types  of 
services  they  provided  throughout  the 
hospital  outpatient  system.  Based  on 
public  comments,  as  well  as  our  own 
knowledge  of  how  clinics  operate,  it 
seemed  unlikely  that  one  set  of 
straightforward  national  guidelines 
could  apply  to  the  reporting  of  visits  in 
all  hospitals  and  specialty  clinics.  In 
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addition,  the  stable  distribution  of  clinic 
and  emergency  department  visits 
reported  under  the  OPPS  over  the  past 
several  years  indicated  that  hospitals, 
both  nationally  in  the  aggregate  and 
grouped  by  specific  hospital  classes, 
were  generally  billing  in  an  appropriate 
and  consistent  manner  as  we  would 
expect  in  a  system  that  accurately 
distinguished  among  different  levels  of 
service  based  on  the  associated  hospital 
resources. 

Therefore,  we  did  not  propose  to 
implement  national  visit  guidelines  for 
clinic  or  emergency  department  visits 
for  CY  2008.  Since  publication  of  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period,  we  have  again 
examined  the  distribution  of  clinic  and 
Type  A  emergency  department  visit 
levels  based  upon  updated  CY  2008 
claims  data  available  for  this  proposed 
rule  and  confirmed  that  we  continue  to 
observe  a  normal  and  stable  distribution 
of  clinic  and  emergency  department 
visit  levels  in  hospital  claims.  We 
continue  to  believe  that,  based  on  the 
use  of  their  own  internal  guidelines, 
hospitals  are  generally  billing  in  an 
appropriate  and  consistent  manner  that 
distinguishes  among  different  levels  of 
visits  based  on  their  required  hospital 
resources.  As  a  result  of  our  updated 
analyses,  we  are  encouraging  hospitals 
to  continue  to  report  visits  dming  CY 
2010  according  to  their  own  internal 
hospital  guidelines.  In  the  absence  of 
national  guidelines,  we  will  continue  to 
regularly  reevaluate  patterns  of  hospital 
outpatient  visit  reporting  at  varying 
levels  of  disaggregation  below  the 
national  level  to  ensure  that  hospitals 
continue  to  bill  appropriately  and 
differentially  for  these  services.  As 
originally  noted  in  detail  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66648),  we  continue  to  - 
expect  that  hospitals  will  not  purposely 
change  their  visit  guidelines  or 
otherwise  upcode  clinic  and  emergency 
department  visits  for  purposes  of 
composite  Extended  Assessment  & 
Management  Composite  APC  payment. 

In  addition,  we  note  our  continued 
expectation  that  hospitals’  internal 
guidelines  will  comport  with  the 
principles  listed  in  Ae  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66805).  We  encourage  hospitals  with 
more  specific  questions  related  to  the 
creation  of  internal  guidelines  to  contact 
their  local  fiscal  intermediary  or  MAC. 

We  appreciate  all  of  the  comments  we 
have  received  in  the  past  from  the 
public  on  visit  guidelines,  and  we 
encourage  continued  submission  of 
comments  throughout  the  year  that 
would  assist  us  and  other  stakeholders 
interested  in  the  development  of 


national  guidelines.  Until  national 
guidelines  are  established,  hospitals 
should  continue  using  their  own 
internal  guidelines  to  determine  the 
appropriate  reporting  of  different  levels 
of  clinic  and  emergency  department 
visits.  While  we  understand  the  interest 
of  some  hospitals  in  having  us  move 
quickly  to  promulgate  national 
guidelines  that  would  ensure 
standardized  reporting  of  hospital 
outpatient  visit  levels,  we  believe  that 
the  issues  and  concerns  identified  both 
by  us  and  others  that  may  arise  are 
important  and  require  serious 
consideration  prior  to  the 
implementation  of  national  guidelines. 
Because  of  our  commitment  to  provide 
hospitals  with  6  to  12  months  notice 
prior  to  implementation  of  national 
guidelines,  we  would  not  implement 
national  guidelines  prior  to  CY  2011. 

Our  goal  is  to  ensure  that  OPPS  national 
or  hospital-specific  visit  guidelines 
continue  to  facilitate  consistent  and 
accurate  reporting  of  hospital  outpatient 
visits  in  a  manner  that  is  resource-based 
and  supportive  of  appropriate  OPPS 
payments  for  the  efficient  and  effective 
provision  of  visits  in  hospital  outpatient 
settings. 

X.  Proposed  Payment  for  Partial 
Hospitalization  Services 

A.  Background 

Partial  hospitalization  is  an  intensive 
outpatient  program  of  psychiatric 
services  providedto  patients  as  an 
alternative  to  inpatient  psychiatric  care 
for  individuals  who  have  an  acute 
mental  illness.  Section  1833(t){l)(B)(i)  of 
the  Act  provides  the  Secretary  with  the 
authority  to  designate  the  HOPD 
services  to  be  covered  under  the  OPPS. 
The  Medicare  regulations  at  §  419.21 
that  implement  this  provision  specify 
that  payments  under  the  OPPS  will  he 
made  for  partial  hospitalization  services 
furnished  by  community  mental  health 
centers  (CMHCs)  as  well  as  those 
services  furnished  by  hospitals  to  their 
outpatients.  Section  1833{t)(2){C)  of  the 
Act  requires  the  Secretary  to  establish 
relative  payment  weights  for  covered 
HOPD  services  (and  any  APCs)  based  on 
median  (or  mean,  at  the  election  of  the 
Secretary)  hospital  costs  using  data  on 
claims  from  1996  and  data  from  the 
most  recent  available  cost  reports. 
Because  a  day  of  care  is  the  unit  that 
defines  the  structure  and  scheduling  of 
partial  hospitalization  services,  we 
established  a  per  diem  payment 
methodology  for  the  partial 
hospitalization  program  (PHP)  APC, 
effective  for  services  furnished  on  or 
after  August  1,  2000  (65  FR  18452). 


Historically,  the  median  per  diem  cost 
for  CMHCs  greatly  exceeded  the  median 
per  diem  cost  for  hospital-based  PHPs 
and  fluctuated  significantly  from  year  to 
year,  while  the  median  per  diem  cost  for 
hospital-based  PHPs  remained  relatively 
constant  ($200-$225).  We  believe  that 
CMHCs  may  have  increased  and 
decreased  their  charges  in  response  to 
Medicare  payment  policies.  As 
discussed  in  more  detail  in  section  X.B. 
of  this  proposed  rule  and  in  the  CY  2004 
OPPS  final  rule  with  comment  period 
(68  FR  63470),  we  also  believe  that  some 
CMHCs  manipulated  their  charges  in 
order  to  inappropriately  receive  outlier 
payments. 

in  developing  the  CY  2008  update,  we 
began  an  effort  to  strengthen  the  PHP 
benefit  through  extensive  data  analysis 
and  policy  and  payment  changes.  We 
began  this  effort  as  a  result  of  the 
significant  fluctuations  and  declines  in 
the  CMHC  PHP  median  per  diem  costs 
(we  refer  readers  to  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66670  through  66676)  for  a  detailed 
discussion).  The  analysis  included  an 
examination  of  revenue-to-cost  center 
mapping,  refinements  to  the  per  diem 
methodology,  and  em  in-depth  analysis 
of  the  number  of  units  of  service 
furnished  per  day. 

For  CY  2008,  we  proposed  and 
finalized  two  refinements  to  the 
methodology  for  computing  the  PHP 
median.  Although  these  refinements  did 
not  appreciably  impact  the  median  per 
diem  cost,  we  believe  the  refinements 
resulted  in  more  accurate  per  diem 
medians.  First,  we  remapped  10  revenue 
codes  that  are  common  among  hospital- 
based  PHP  claims  to  the  most 
appropriate  cost  centers  (72  FR  66671 
through  66672).  Typically,  we  map  the 
revenue  code  to  the  most  specific  cost 
center  with  a  provider-specific  CCR. 
However,  if  the  hospital  does  not  have 
a  CCR  for  any  of  the  listed  cost  centers, 
we  consider  the  overall  hospital  CCR  as 
the  default.  For  partial  hospitalization 
services,  the  revenue  center  codes  billed 
by  hospital-based  PHPs  are  mapped  to 
Primary  Cost  Center  3550  (Psychiatric/ 
Psychological  Services).  If  that  cost 
center  is  not  available,  they  are  mapped 
to  the  Secondary  Cost  Center  6000 
(Clinic).  We  use  the  overall  facility  CCR 
for  CMHCs  because  PHPs  are  CMHCs 
only  Medicare  cost,  and  CMHCs  do  not 
have  the  same  cost  structure  as 
hospitals.  Therefore,  for  CMHCs,  we  use 
the  CCR  from  the  outpatient  provider- 
specific  file.  A  closer  examination  of  the 
revenue-code-to-cost-center  crosswalk 
revealed  that  10  of  the  revenue  center 
codes  did  not  map  to  a  Primary  Cost 
Center  3550  or  a  Secondary  Cost  Center 
of  6000.  We  believe  this  occurred 
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because  these  codes  may  also  be  used 
for  services  that  are  not  furnished  in  a 
PHP  or  services  that  are  not  psychiatric 
related  {for  example,  occupational 
therapy).  As  discussed  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66671  through  66672),  we 
updated  this  analysis  using  more  recent 
PHP  claims  and  CCR  data.  After 
remapping  codes,  we  computed  an 
alternate  cost  for  each  line  item  of  the 
hospital-based  PHP  claims.  Remapping 
those  10  revenue  center  codes  reduced 
the  number  of  lines  that  defaulted  to  the 
hospitals’  overall  CCR  and  thus  created 
a  more  accurate  estimate  of  PHP  per 
diem  costs  for  a  significant  number  of 
claims. 

Secondly,  we  refined  our 
methodology  for  calculating  PHP  per 
diem  costs  by  computing  the  median 
using  a  per  day  methodology.  We 
developed  an  alternate  method  to 
determine  median  cost  by  computing  a 
separate  per  diem  cost  for  each  day 
rather  than  for  each  claim.  When  there 
were  multiple  days  of  care  entered  on  a 
claim,  a  unique  cost  was  computed  for 
each  day  of  care.  We  only  assigned  costs 
for  line  items  on  days  when  a  payment 
was  made.  All  of  these  costs  were  then 
arrayed  from  lowest  to  highest,  and  the 
middle  value  of  the  array  was 
considered  the  median  per  diem  cost.  A 
complete  discussion  of  the  refined 
method  of  computing  the  PHP  median 
cost  can  be  found  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66672). 

After  completing  extensive  data 
analysis,  we  continued  to  observe  a 
clear  downward  trend  in  the  median  per 
diem  cost  based  on  the  CY  2006  data 
used  to  develop  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period.  The 
analysis  revealed  that  fewer  PHP 
services  were  being  provided  in  a  given 
day.  We  believed,  and  continue  to 
believe,  that  the  data  reflects  the  level 
of  cost  for  the  type  of  services  that  were 
being  provided  and  continue  to  be 
provided. 

Because  partial  hospitalization  is 
provided  in  lieu  of  inpatient  care,  it 
should  be  a  highly  structmed  and 
clinically  intensive  program,  usually 
lasting  most  of  the  day.  In  order  to 
improve  the  level  of  services  furnished 
in  a  PHP  day,  in  the  CY  2008  OPPS/ASC 
final  rule  with  comment  period  (72  FR 
66673),  we  reiterated  our  expectation 
that  hospitals  and  CMHCs  must  provide 
a  comprehensive  program  consistent 
with  the  statutory  intent.  We  also 
indicated  our  intent  to  explore  changes 
to  our  regulations  and  claims  processing 
systems  in  order  to  deny  payment  for 
low  intensity  days. 


For  CY  2009,  we  implemented  several 
regulatory,  policy,  and  payment 
changes,  including  a  two-tiered 
payment  approach  for  PHP  services 
under  which  we  would  pay  one  amount 
for  days  with  3  units  of  service  (APC 
0172  (Level  I  Partial  Hospitalization) 
and  a  higher  amount  for  days  with  4  or 
more  units  of  service  (APC  0173  (Level 
II  Partial  Hospitalization).  We 
implemented  this  payment  approach  to 
reflect  the  lower  costs  of  a  less  intensive 
day  while  still  paying  programs  that 
provide  4  or  more  units  of  service  an 
amount  that  recognizes  that  they  have 
provided  a  more  intensive  day  of  care. 

In  this  way,  we  can  pay  appropriately 
for  the  level  of  care  provided  while  still 
allowing  PHPs  necessary  scheduling 
flexibility  (73  FR  68689).  As  we 
reiterated  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68688),  it  was  never  our  intention  that 
days  with  only  3  units  of  service 
become  the  number  of  services  provided 
in  a  typical  day.  Our  intention  was  to 
provide  payment  to  cover  days  that 
consisted  of  3  units  of  service  only  in 
certain  limited  circumstances.  For 
example,  we  believe  3  units  of  service 
a  day  may  be  appropriate  when  a 
patient  is  transitioning  towards 
discharge  or  when  a  patient  is  required 
to  leave  the  PHP  early  for  the  day  due 
to  an  unexpected  medical  appointment. 
As  we  noted  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68689),  although  we  do  not  expect  Level 
I  days  to  be  frequent,  we  recognize  that 
there  are  times  when  a  patient  may  need 
a  less  intensive  day.  We  refer  readers  to 
section  X.C.2.  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68688  through  68695)  for  a  full 
discussion  of  this  requirement. 

For  CY  2009,  we  proposed  to 
calculate  the  payment  rates  for  PHP 
APCs  0172  and  0173  using  both 
hospital-based  and  CMHC  PHP  data  (73 
FR  41513).  After  consideration  of  the 
public  comments  received  on  our 
proposal,  we  decided  to  base  payment 
rates  for  the  two-tiered  approach  on 
hospital-based  PHP  data  only.  As  we 
explained  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68689),  using  the  CMHC  data  for  CY 
2009  would  have  significantly  reduced 
the  CY  2009  PHP  rates  and  negatively 
impacted  hospital-based  PHPs.  Because 
hospital-based  PHPs  are  geographically 
diverse,  whereas  CMHCs  are  located  in 
only  a  few  States,  we  were  concerned 
that  a  significant  drop  in  the  rate  could 
result  in  hospital-based  PHPs  closing 
and  lead  to  possible  beneficiary  access 
to  care  problems.  To  calculate  the  CY 
2009  PHP  payment  rate  for  APC  0172, 


we  used  the  median  per  diem  cost  for 
hospital-based  PHP  days  with  3  units  of 
service  to  derive  a  PHP  payment  rate  of 
$157.  For  APC  0173,  we  used  the 
median  per  diem  cost  for  hospital-based 
PHP  days  with  4  or  more  units  of 
service  to  derive  a  CY  2009  PHP 
payment  rate  of  $200. 

In  addition,  for  CY  2009,  we  finalized 
our  policy  to  deny  payment  for  any  PHP 
claims  for  days  when  fewer  than  3  units 
of  therapeutic  services  are  provided.  As 
noted  in  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR 
68694),  we  believe  that  3  units  of 
service  should  be  the  minimum  number 
of  services  allowed  in  a  PHP  day 
because  a  day  with  1  or  2  imits  of 
service  does  not  meet  the  statutory 
intent  of  a  PHP  program.  Three  units  of 
service  are  a  minimum  threshold  that 
permits  unforeseen  circumstances,  such 
as  medical  appointments,  while 
allowing  payment,  but  maintains  the 
integrity  of  the  PHP  benefit. 

Further,  for  CY  2009,  we  revised  the 
regulations  at  §410.43  to  codify  existing 
basic  PHP  patient  eligibility  criteria  and 
added  a  reference  to  current  physician 
certification  requirements  at  §424.24. 

We  believed  these  changes  would  help 
strengthen  the  PHP  benefit  by 
conforming  our  regulations  to  our 
longstanding  policy  (73  FR  68694 
through  68695).  Specifically,  we  revised 
§  410.43  to  add  a  reference  to  existing 
regulations  at  §  424.24(e)  that  require 
that  PHP  services  be  furnished  pursuant 
to  a  physician  certification  and  plan  of 
care.  While  the  requirements  at 
§  424.24(e)  are  not  new,  we  included  the 
reference  in  §  410.43  to  provide  a  more 
complete  description  of  our 
expectations  for  PHP  programs  in  one 
regulatory  section.  We  also  revised 
§  410.43  to  add  the  following  patient 
eligibility  criteria  and  reiterate  that 
PHPs  are  intended  for  patients  who — (1) 
require  a  minimum  of  20  hours  per 
week  of  therapeutic  services  as 
evidenced  in  their  plan  of  care;  (2)  are 
likely  to  benefit  from  a  coordinated 
program  of  services  and  require  more 
than  isolated  sessions  of  outpatient 
treatment;  (3)  do  not  require  24-hour 
care;  (4)  have  an  adequate  support 
system  while  not  actively  engaged  in  the_ 
program;  (5)  have  a  mental  health 
diagnosis;  (6)  are  not  judged  to  be 
dangerous  to  self  or  others;  and  (7)  have 
the  cognitive  and  emotional  ability  to 
peurticipate  in  the  active  treatment 
process  and  cem  tolerate  the  intensity  of 
the  PHP.  We  refer  readers  to  section 
X.C.2.  of  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR  68694 
through  68695)  for  a  full  discussion  of 
this  requirement. 
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Lastly,  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68695  through  68697),  we  revised  the 
partial  hospitalization  benefit  to  include 
several  coding  updates.  We  removed 
three  PHP  billable  codes  (CPT  codes 
90899  (Unlisted  psychiatric  service  or 
procedure),  90853  (Group 
psychotherapy  other  than  of  a  multiple- 
family  group),  and  90857  (Interactive 
group  psychotherapy)),  and  created  two 
new  timed  HCPCS  codes  (GO410  (Group 
psychotherapy  other  than  of  a  multiple- 
family  group,  in  a  partial  hospitalization 
setting,  approximately  45  to  50  minutes) 
and  G04 11  (Interactive  group 
psychotherapy  in  a  partial 
hospitalization  setting,  approximately 
45  to  50  minutes)).  The  elimination  of 
CPT  code  90899  was  a  result  of  our 


concerns  about  the  type  of  services  that 
may  be  billed  using  an  unlisted  CPT 
code  when  a  more  appropriate  code  may 
be  available  that  better  describes  the 
services  for  which  PHP  payment  may  be 
made.  The  decision  to  eliminate  the  two 
group  therapy  CPT  codes  (90853  and 
90857)  and  replace  them  with  two  new 
parallel  timed  HCPCs  G-codes  (G-0410 
and  G-0411)  was  based  on  the  need  for 
consistency.  As  most  of  the  current  PHP 
codes  already  include  time  estimates, 
we  wemted  to  maintain  consistency  with 
the  existing  HCPCS  codes  used  in  the 
PHP  by  applying  a  time  descriptor  to  the 
group  therapy  codes.  In  addition  to 
these  coding  updates,  we  also  decided 
to  eliminate  CPT  code  90849  (multi¬ 
family  group  psychotherapy)  as  a 
billable  PHP  code  because  we  believed 


that  CPT  code  90849  focuses  the  service 
on  the  needs  of  the  family  and  not 
specifically  on  the  needs  of  the  patient, 
which  is  not  consistent  with  the  intent 
of  the  statute  that  treatment  in  a  PHP  be 
focused  on  the  patient’s  condition  (73 
FR  68696). 

B.  Proposed  PHP  APC  Update  for  CY 
2010 

For  CY  2010,  we  used  CY  2008  claims 
data  and  computed  median  per  diem 
costs  in  the  following  three  categories: 
(1)  All  days;  (2)  days  with  3  units  of 
service;  and  (3)  days  with  4  or  more 
units  of  service.  These  updated  median 
per  diem  costs  were  computed 
separately  for  CMHCs  and  hospital- 
based  PHPs  and  are  shown  in  the  table 
below: 


CMHCs 

Hospital- 
based  PHPs 

_ 1 

Combined 

All  Days . . . 

Days  with  3  units  of  service  . 

Days  with  4  units  or  more  units  of  service . 

lS 

Using  CY  2008  data  and  the  refined 
methodology  for  computing  PHP  per 
diem  costs  that  we  adopted  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66672),  we 
computed  the  median  per  diem  cost 
from  all  claims  of  $144.  The  data 
indicate  that  CMHCs  continue  to 
provide  far  fewer  days  with  4  or  more 
units  of  service  (33  percent  compared  to 
70  percent  for  hospital-based  PHPs)  and 
that  the  CMHC  median  per  diem  cost  for 
4  or  more  units  of  service  ($173)  is 
substantially  lower  than  the  comparable 
data  from  hospital-based  PHPs  ($213). 
The  median  for  claims  containing  4  or 
more  units  of  service  for  all  PHP  claims, 
regardless  of  site  of  service,  is  $175. 
Medians  for  claims  containing  3  units  of 
service  are  $129  for  CMHCs,  $149  for 
hospital-based  PHPs,  and  $131  for  all 
PHP  claims,  regardless  of  site  of  service. 

For  CY  2010,  we  are  proposing  to 
continue  to  use  the  two-tiered  payment 
approach  for  PHP  services  established 


in  CY  2009.  As  mentioned  previously, 
this  payment  approach  reflects  the 
lower  costs  of  a  less  intensive  day  while 
still  recognizing  the  higher  costs 
associated  with  more  intensive  days. 
This  payment  approach  is  consistent 
with  our  intent  that  the  PHP  benefit  be 
a  comprehensive  program  in  keeping 
with  the  statutory  intent  while  still 
providing  flexibility  in  recognizing  the 
need  for  lower  intensive  days  in  certain 
circumstances. 

In  addition,  for  CY  2010,  we  are 
proposing  to  use  only  hospital-based 
PHP  data  to  develop  the  two  PHP  APC 
per  diem  payment  rates  for  the 
following  reasons.  If  we  used  combined 
CMHC  and  hospital-based  PHP  data  to 
develop  the  rates,  the  two  per  diem 
payment  rates  would  be  reduced  by 
approximately  $26  for  APC  0172  and 
$25  for  APC  0173.  We  are  concerned 
about  further  reducing  both  PHP  APC 
per  diem  pa5mient  rates  without 
knowing  the  impact  of  the  policy  and 


payment  changes  we  made  in  CY  2009. 
Because  there  is  a  2-year  delay  between 
data  collection  and  rulemaking,  the 
changes  we  made  in  CY  2009  will  not 
be  reflected  in  the  claims  data  until  next 
year  when  we  are  developing  the  update 
for  CY  2011.  As  noted  above,  we  believe 
the  changes  we  made  last  year  will 
strengthen  the  integrity  of  the  benefit 
while  at  the  same  time  positively  impact 
the  PHP  data  for  both  CMHC  and 
hospital-based  PHP  providers,  thus 
causing  the  medians  to  increase  over 
time  as  the  number  of  services  provided 
in  a  given  day  of  partial  hospitalization 
increases.  It  is  for  these  reasons  that  we 
are  proposing  to  use  only  hospital-based 
PHP  data  to  develop  the  two  proposed 
APC  payment  rates  for  PHP  for  CY  2010: 
one  for  days  with  3  units  of  service  and 
one  for  days  with  4  or  more  units  of 
service.  The  proposed  two  APCs 
medians  for  PHP  are  as  follows: 


0172 

0173 


Proposed  APC 


Group  title 


Proposed 
median 
Per  diem 
rate 


Level  I  Partial  Hospitalization  (3  services) . 

Level  II  Partial  Hospitalization  (4  or  more  services) 


$149 

213 


Although  we  are  proposing  to  use 
only  hospital-based  PIff  data  to  develop 
the  two  proposed  PHP  APC  per  diem 
payment  rates  for  CY  2010,  we  are 


requesting  public  comment  about  the 
possibility  of  using  both  CMHC  and 
hospital-based  PHP  data  to  develop  the 
PHP  payment  rates  for  CY  2010.  We  are 


requesting  public  comments  because  we 
have  concerns  about  not  using  data  from 
both  PHP  provider  types.  Both  CMHCs 
and  hospital-based  PHPs  are  paid  the 
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same  two  APC  per  diem  payment  rates. 
Therefore,  we  believe  that  both  provider 
types  should  have  their  data  utilized  in 
the  development  of  the  payment  rates. 
However,  as  noted  above,  we  have 
concerns  about  further  reducing  the  two 
payment  rates  without  knowing  the 
impact  of  the  policy  and  payment 
changes  made  in  CY  2009. 

In  summary,  for  CY  2010,  we  are 
proposing  to  use  only  hospital-based 
PHP  data  for  developing  the  two 
proposed  PHP  APC  per  diem  payment 
rates,  although  we  are  requesting  public 
comments  on  the  possibility  of  using 
both  CMHC  and  hospital-based  data  for 
the  final  rule. 

C.  Proposed  Separate  Threshold  for 
Outlier  Payments  to  CMHCs 

In  the  November  7,  2003  final  rule 
with  comment  period  (68  FR  63469),  we 


indicated  that,  given  the  difference  in  " 
PHP  charges  between  hospitals  and 
CMHCs,  we  did  not  believe  it  was 
appropriate  to  make  outlier  payments  to 
CMHCs  using  the  outlier  percentage 
target  amount  and  threshold  established 
for  hospitals.  Prior  to  that  time,  there 
was  a  significant  difference  in  the 
amount  of  outlier  payments  made  to 
hospitals  and  CMHCs  for  PHP  services. 
In  addition,  further  analysis  indicated 
that  using  the  same  OPPS  outlier 
threshold  for  both  hospitals  and  CMHCs 
did  not  limit  outlier  payments  to  high 
cost  cases  and  resulted  in  excessive 
outlier  payments  to  CMHCs.  Therefore, 
beginning  in  CY  2004,  we  established  a 
separate  outlier  threshold  for  CMHCs. 
The  separate  outlier  threshold  for 
CMHCs  has  resulted  in  more 
commensurate  outlier  payments. 


Year 


CY  2004 
CY  2005 
CY  2006 
CY  2007 
CY  2008 
CY  2009 


In  CY  2004,  the  separate  outlier 
threshold  for  CMHCs  resulted  in  $1.8 
million  in  outlier  payments  to  CMHCs. 
In  CY  2005,  the  separate  outlier 
threshold  for  CMHCs  resulted  in  $0.5 
million  in  outlier  payments  to  CMHCs. 
In  contrast,  in  CY  2003,  more  than  $30 
million  was  paid  to  CMHCs  in  outlier 
payments.  We  believe  this  difference  in 
outlier  payments  indicates  that  the 
separate  outlier  threshold  for  CMHCs 
has  been  successful  in  keeping  outlier 
payments  to  CMHCs  in  line  with  the 
percentage  of  OPPS  payments  made  to 
CMHCs.  The  table  below  includes  a 
listing  of  the  outlier  target  amounts  and 
the  portion  of  the  target  amount 
allocated  to  CMHCs  for  PHP  outliers  for 
CYs  2004  through  2009. 


Outlier  target 
amount 
percentage 


2.0 

2.0 

1.0 

1.0 

1.0 

1.0 


Portion  of 
target  amount 
allocated  to 
CMHCs  for  PHP 
outliers 
(in  Percent) 


0.5 

0.6 

0.6 

0.15 

0.02 

0.12 


As  noted  in  section  ILF.  of  this 
proposed  rule,  for  CY  2010,  we  are 
proposing  to  continue  our  policy  of 
identifying  1.0  percent  of  the  aggregate 
total  payments  under  the  OPPS  for 
outlier  payments.  We  are  proposing  that 
a  portion  of  that  1.0  percent,  an  amount 
equal  to  0.02  percent  of  outlier 
payments  (or  0.0002  percent  of  total 
OPPS  payments),  would  be  allocated  to 
CMHCs  for  PHP  outliers.  As  discussed 
in  section  II.F.  of  this  proposed  rule,  we 
are  proposing  to  set  a  dollar  threshold 
in  addition  to  an  APC  multiplier 
threshold  for  OPPS  outlier  payments. 
However,  because  the  PHP  APC  is  the 
only  APC  for  which  CMHCs  may  receive 
payment  under  the  OPPS,  we  would  not 
expect  to  redirect  outlier  payments  by 
imposing  a  dollar  threshold.  Therefore, 
we  are  not  proposing  to  set  a  dollar 
threshold  for  CMHC  outliers.  As  noted 
in  section  II.F.  of  this  proposed  rule,  we 
are  proposing  to  set  the  outlier 
threshold  for  CMHCs  for  CY  2010  at 
3.40  times  the  APC  payment  amount 
and  the  CY  2010  outlier  payment 
percentage  applicable  to  costs  in  excess 
of  the  threshold  at  50  percent. 
Specifically,  we  are  proposing  that  if  a 
CMHC’s  cost  for  partial  hospitalization 
services,  paid  under  either  APC  0172  or 


APC  0173,  exceeds  3.40  times  the 
payment  for  APC  0173,  the  outlier 
payment  would  be  calculated  as  50 
percent  of  the  amount  by  which  the  cost 
exceeds  3.40  times  the  APC  0173 
payment  rate. 

XI.  Proposed  Procedures  That  Will  Be 
Paid  Only  as  Inpatient  Procedures 

A.  Background 

Section  1833(t)(l)(B)(i)  of  the  Act 
gives  the  Secretary  broad  authority  to 
determine  the  services  to  be  covered 
and  paid  for  under  the  OPPS.  Before 
implementation  of  the  OPPS  in  August 
2000,  Medicare  paid  reasonable  costs  for 
services  provided  in  the  HOPD.  The 
claims  submitted  were  subject  to 
medical  review  by  the  fiscal 
intermediaries  to  determine  the 
appropriateness  of  providing  certain 
services  in  the  outpatient  setting.  We 
did  not  specify  in  regulations  those 
services  Uiat  were  appropriate  to 
provide  only  in  the  inpatient  setting  and 
that,  therefore,  should  be  payable  only 
when  provided  in  that  setting. 

In  the  April  7,  2000  final  rule  with 
comment  period  (65  FR  18455),  we 
identified  procedures  that  are  typically 
provided  only  in  an  inpatient  setting 
and,  therefore,  would  not  be  paid  by 


Medicare  under  the  OPPS.  These 
procedures  comprise  what  is  referred  to 
as  the  “inpatient  list.”  The  inpatient  list 
specifies  those  services  for  which  the 
hospital  will  be  paid  only  when 
provided  in  the  inpatient  setting 
because  of  the  nature  of  the  procedure, 
the  underlying  physical  condition  of  the 
patient,  or  the  need  for  at  least  24  hours 
of  postoperative  recovery  time  or 
monitoring  before  the  patient  can  be 
safely  discharged.  As  we  discussed  in 
that  rule  and  in  the  November  30,  2001 
final  rule  with  comment  period  (66  FR 
59856),  we  may  use  any  of  a  number  of 
criteria  we  have  specified  when 
reviewing  procedures  to  determine 
whether  or  not  they  should  be  removed 
fi'om  the  inpatient  list  and  assigned  to 
an  APC  group  for  payment  under  the 
OPPS  when  provided  in  the  hospital 
outpatient  setting.  Those  criteria 
include  the  following: 

•  Most  outpatient  departments  are 
equipped  to  provide  the  services  to  the 
Medicare  population. 

•  The  simplest  procedure  described 
by  the  code  may  be  performed  in  most  ^ 
outpatient  departments. 

•  The  procedure  is  related  to  codes 
that  we  have  already  removed  from  the 
inpatient  list. 
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In  the  November  1,  2002  final  rule 
with  comment  period  (67  FR  66741),  we 
added  the  following  criteria  for  use  in 
reviewing  procedures  to  determine 
whether  they  should  be  removed  from 
the  inpatient  list  and  assigned  to  an 
APC  group  for  payment  under  the 
OPPS; 

•  A  determination  is  made  that  the 
procedure  is  being  performed  in 
numerous  hospitals  on  an  outpatient 
basis;  or 

•  A  determination  is  made  that  the 
procedure  can  be  appropriately  and 
safely  performed  in  an  ASC,  and  is  on 
the  list  of  approved  ASC  procedures  or 
has  been  proposed  by  us  for  addition  to 
the  ASC  list. 

The  list  of  codes  that  we  are 
proposing  to  be  paid  by  Medicare  in  CY 
2010  only  as  inpatient  procedures  is 
included  as  Addendum  E  to  this 
proposed  rule. 

B.  Proposed  Changes  to  the  Inpatient 
List 

For  the  CY  2010  OPPS,  we  are 
proposing  to  use  the  same  methodology 
as  described  in  the  November  15,  2004 
final  rule  with  comment  period  (69  FR 
65835)  to  identify  a  subset  of  procedures 
cmrently  on  the  inpatient  list  that  are 
being  performed  a  significant  amount  of 
the  time  on  an  outpatient  basis.  Using 
this  methodology,  we  identified  three 


procedures  that  met  the  criteria  for 
potential  removal  ft’om  the  inpatient 
list.  We  then  clinically  reviewed  these 
three  potential  procedures  for  possible 
removal  from  the  inpatient  list  and 
foimd  them  to  be  appropriate  candidates 
for  removal  ft-om  the  inpatient  list. 
During  the  February  2009  meeting  of  the 
APC  Panel,  we  solicited  the  APC  Panel’s 
input  on  the  appropriateness  of 
proposing  to  remove  the  following  three 
procedures  from  the  CY  2010  OPPS 
inpatient  list:  CPT  codes  21256 
(Reconstruction  of  orbit  with 
osteotomies  (extracranial)  and  with 
bone  grafts  (includes  obtaining 
autografts)  (e.g.,  micro-ophthalmia)); 
27179  (Open  treatment  of  slipped 
femoral  epiphysis;  osteoplasty  of 
femoral  neck  (Heyman  type  procedme)); 
and  51060  (Transvesical 
ureterolithotomy) . 

In  addition  to  presenting  to  the  APC 
Panel  the  three  procedures  above,  we 
also  presented  utilization  data  for  the 
first  9  months  of  CY  2008  for  two  other 
specific  procedures,  in  response  to  a 
request  by  the  APC  Panel  from  the 
March  2008  meeting:  CPT  code  20660 
(Application  of  cranial  tongs,  caliper  or 
stereotactic  frame,  including  removal 
(separate  procedure)),  a  procedure  that 
we  removed  from  the  inpatient  list  for 
CY  2009;  and  CPT  code  64818 
(Sympathectomy,  lumbar),  a  procedure 


that  we  maintained  on  the  inpatient  list 
for  CY  2009. 

Following  the  discussion  at  the 
February  2009  meeting,  the  APC  Panel 
recommended  that  CMS  propose  to 
remove  from  the  CY  2010  OPPS 
inpatient  list  CPT  codes  21256,  27179, 
and  51060.  The  APC  Panel  also 
recommended  that  CPT  code  64818 
remain  on  the  inpatient  list  for  CY  2010. 
The  APC  Panel  made  no 
recommendation  regarding  CPT  code 
20660. 

For  CY  2010,  we  are  proposing  to 
accept  the  APC  Panel’s 
recommendations  to  remove  the 
procedures  described  by  CPT  codes 
21256,  27179,  and  51060  from  the 
inpatient  list  because  we  agree  with  the 
APC  Panel  that  the  procedures  may  be 
appropriately  provided  as  hospital 
outpatient  procedures  for  some 
Medicare  beneficiaries.  We  also  are 
proposing  to  retain  CPT  code  64818  on 
the  inpatient  list  because  we  agree  with 
the  APC  Panel  that  this  procedme 
should  be  provided  to  Medicare 
beneficiaries  only  in  the  hospital 
inpatient  setting.  The  three  procedures 
we  are  proposing  to  remove  from  the 
inpatient  list  for  CY  2010  and  their  CPT 
codes,  long  descriptors,  and  proposed 
APC  assigiunents  are  displayed  in  Table 
37  below. 


Table  37— Prcx^edures  Proposed  for  Removal  From  the  Inpatient  List  and  Their  Proposed  APC 

Assignments  for  CY  2010 


HCPCS  code 

Long  descriptor 

Proposed  CY 
2010  APC 
assignment 

Proposed  CY 
2010  status 
indicator 

21256  . 

Reconstruction  of  orbit  with  osteotomies  (extracranial)  and  with  bone 
grafts  (includes  obtaining  autografts)  (eg,  micro-ophthalmia). 

0256 

T 

27179  . 

Open  treatment  of  slipped  femoral  epiphysis;  osteoplasty  of  femoral 
neck  (Heyman  type  procedure). 

0052 

T 

51060  . 

Transvesical  ureterolithotomy  . . 

0163 

T 

Xn.  OPPS  Nonrecurring  Technical  and 
Policy  Changes  and  Clarifications 

A.  Kidney  Disease  Education  Services 
1.  Background 

Section  152(b)  of  Public  Law  110-275 
(MIPPA)  amended  section  1861(s)(2)  of 
the  Act  by  adding  a  new  subsection  (EE) 
to  provide  for  coverage  of  kidney 
disease  education  (KDE)  services  as  a 
Medicare  Part  B  benefit  for  Medicare 
beneficiaries  diagnosed  with  stage  IV 
chronic  kidney  disease  (CKD)  who, 
according  to  accepted  clinical 
guidelines  identified  by  the  Secretary, 
will  require  dialysis  or  a  kidney 
transplant,  effective  for  services 
furnished  on  or  after  January  1,  2010. 
Section  152(b)  also  added  a  new 


subsection  (ggg)  to  section  1861  of  the 
Act  to  define  “kidney  disease  education 
services”  and  to  specify  who  may 
furnish  these  services  as  a  “qualified 
person.”  Section  1861(ggg)(2)(A)  (i)  of 
the  Act,  as  added  by  section  152(b)  of 
Public  Law  110-275,  defines  a  qualified 
person  as  a  physician  (as  defined  in 
section  1861(r)(l)  of  the  Act);  or  a 
physician  assistant,  nurse  practitioner, 
or  clinical  nvurse  specialist  (as  defined  in 
section  1861(aa)(5)  of  the  Act)  who 
furnishes  services  for  which  payment 
may  be  made  under  the  fee  schedule 
established  under  section  1848  of  the 
Act.  Section  1861(ggg)(2)(A)(ii)  of  the 
Act  also  defines  a  qualified  person  as  a 
“provider  of  services  located  in  a  rural 
area  (as  defined  in  section  1886(d)(2)(D) 


[of  the  Act]).”  The  definition  of  a 
“qualified  person”  for  this  benefit 
includes  certain  rural  providers  of 
services,  such  as  hospitals,  critical 
access  hospitals  (CAHs),  skilled  nursing 
facilities  (SNFs),  home  health  agencies 
(HHAs),  comprehensive  outpatient 
rehabilitation  facilities  (CO^s),  and 
hospices.  Section  1861(ggg)(2)(B)  of  the 
Act  provides  that  a  qualified  person 
does  not  include  a  provider  of  services 
(other  than  a  provider  of  services 
described  in  section  1861(ggg)(2)(A)(ii)) 
or  a  renal  dialysis  facility. 

We  are  proposing  to  implement  the 
provisions  of  section  1861-(s)(2)(EE)  and 
1861  (ggg)  of  the  Act,  as  added  by 
section  152(b)  of  Public  Law  110-275, 
mainly  through  the  June  2009  CY  2010 
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MPFS  proposed  rule  (CMS-1413-P; 
Medicare  Program;  Payment  Policies 
under  the  Physician  Fee  Schedule  and 
Other  Revisions  to  Part  B  for  CY  2010), 
hereinafter  referred  to  as  the  CY  2010 
MPFS  proposed  rule.  Specifically,  in 
section  II.G.IO.  of  the  CY  2010  MPFS 
proposed  rule,  we  are  proposing  to 
define  the  Medicare  coverage  criteria 
that  would  be  applicable  to  KDE 
services  and  who  may  provide  these 
services  (that  is,  a  “qualified  person”), 
consistent  with  the  provisions  of 
sections  1861{s)(2)(EE)  andl861{ggg)  of 
the  Act.  In  that  proposed  rule,  we  also 
are  proposing  to  define  a  provider  of 
services  in  a  rural  area  as  defined  in 
section  1886(d)(2)(D)  of  the  Act  as  a 
hospital,  CAH,  SNF,  CORF,  HHA,  or 
hospice  that  is  physically  located  in  a 
rural  area  as  defined  in  §412.64(b)(ii)(C) 
of  the  regulations  or  a  hospital  or  CAH 
that  is  reclassified  from  urban  to  rural 
status  pursuant  to  section  1886(d)(8)(E) 
of  the  Act,  as  defined  in  §  412.103  of  the 
regulations.  According  to  the  proposal 
included  in  the  CY  2010  MPFS 
proposed  rule,  a  hospital,  CAH,  SNF, 
CORF,  HHA,  or  hospice  would  not  be 
considered  to  be  a  qualified  person  if 
the  facility  providing  KDE  services  is 
located  outside  of  a  rural  area  unless  the 
service  is  furnished  in  a  hospital  or 
CAH  that  has  reclassified  as  rural  under 
§412.103. 

In  addition,  in  the  CY  2010  MPFS 
proposed  rule,  consistent  with  the 
provisions  of  section  1861(ggg)  of  the 
Act,  we  are  proposing  a  payment 
amount  for  KDE  services  furnished  by  a 
“qualified  person.”  Specifically,  we  are 
proposing  to  establish  two  new  Level  II 
HCPCS  G-codes  to  describe  KDE 
services  and  to  specify  the  associated 
relative  value  units  under  the  MPFS  for 
payment  for  these  codes. 

Individuals  who  wish  to  comment  on 
the  proposed  coverage  criteria  for  KDE 
services  under  section  1861(ggg)  of  the 
Act,  including  the  definition  of  a 
“qualified  person,”  the  proposed 
HCPCS  codes,  and  the  proposed  relative 
value  units  for  KDE  services  should 
submit  their  comments  to  CMS  in 
response  to  the  CY  2010  MPFS 
proposed  rule  that  we  describe  above. 
Below  we  discuss  our  proposed 
payment  for  KDE  services  furnished  by 
providers  of  services  located  in  a  rural 
area.  Public  comments  relating  to 
payment  for  KDE  services  furnished  by 
providers  of  services  located  in  a  rural 
area  should  be  submitted  in  response  to 
this  OPPS/ASC  proposed  rule. 


2.  Proposed  Payment  for  Services 
Furnished  by  Providers  of  Services 
Located  in  a  Rural  Area  ' 

We  are  proposing  to  pay  under  the 
MPFS  for  KDE  services  under  section 
1861(ggg)  of  the  Act  when  the  services 
are  furnished  by  a  qualified  person  that 
is  a  hospital,  CAH,  SNF,  CORF,  HHA,  or 
hospice  that  is  located  in  a  rural  area  as 
defined  in  section  1886(d)(2)(D)  of  the 
Act  or  a  hospital  or  CAH  that  is 
reclassified  from  urban  to  rural  status 
pursuant  to  section  1886(d)(8)(E)  of  the 
Act,  as  defined  in  §412.103  of  the 
regulations.  Section  152(b)  of  Public 
Law  100-275  amended  section 
1848(j)(3)  of  the  Act  to  add  section 
1861(s)(2)(EE)  (kidney  disease  education 
services)  to  the  list  of  subsections  of 
section  1861(s)(2)  of  the  Act,  which  are 
included  in  the  definition  of  physician 
services  in  section  1848(j)(3)  of  the  Act. 
However,  the  statute  does  not  specify 
the  payment  methodology  for  KDE 
services  furnished  by  providers  of  these 
services  located  in  rural  areas. 

Given  that  the  statute  provides  the 
Secretary  with  the  flexibility  to  pay  all 
qualified  persons  under  the  MPFS  and 
there  is  precedent  for  paying  both 
diabetes  self-management  training  and 
medical  nutrition  therapy  services 
(which  we  believe  KDE  is  similar  to  in 
terms  of  resource  use,  specifically 
staffing  and  infrastructure)  under  the 
MPFS,  we  are  proposing  to  pay  all 
qualified  persons  for  KDE  services 
under  the  MPFS.  This  single  payment 
methodology  would  apply  to  all 
qualified  persons,  including  providers 
of  services  in  a  rural  mea  as  we  are 
proposing  to  define  such  providers  in 
the  CY  2010  MPFS  proposed  rule. 

The  language  in  section  1861(ggg)  of 
the  Act  that  defines  KDE  services  is 
similar  to  the  language  in  section 
186l(qq)  of  the  Act  that  defines 
“diabetes  self-management  training 
services,”  which  is  a  medical  or  other 
health  service  under  section 
1861(s)(2)(S)  of  the  Act.  In  addition,  the 
language  in  section  1861(ggg)  of  the  Act 
is  similar  to  the  language  in  section 
1861(vv)  of  the  Act  that  defines  medical 
nutrition  therapy  services,  which  is  also 
a  medical  or  other  health  service  under 
section  1861(s)(2)(V)  of  the  Act.  Finally, 
both  diabetes  self-management  training 
and  medicad  nutrition  therapy  are 
included  in  the  definition  of 
“physicians’  services”  for  purposes  of 
the  MPFS  at  section  1848(j)(3)  of  the 
Act,  and  our  standard  policy  is  to  pay 
for  both  services  under  the  MPFS  when 
they  are  furnished  in  an  HOPD.  Given 
that  the  statute  permits  us  to  pay  all 
qualified  persons  imder  the  MPFS  and 
the  precedent  for  paying  both  diabetes 


self-management  training  and  medical 
nutrition  therapy  under  the  MPFS  when 
these  services  are  provided  in  the 
hospital  outpatient  setting,  we  believe 
that  payment  under  the  MPFS  is  the 
most  appropriate  methodology  for 
payment  to  qualified  persons  who  are 
providers  of  services  located  in  a  rural 
area  or  who  are  CAHs  or  hospitals  that 
have  been  reclassified  as  rural  pursuant 
to  §  412.103  of  the  regulations  for  the 
KDE  services  they  furnish. 

The  proposed  CY  2010  MPFS 
payments  for  HCPCS  codes  GXX26 
(Educational  services  related  to  the  care 
of  chronic  kidney  disease;  individual, 
per  session;  face-to-face)  and  GXX27 
(Educational  services  related  to  the  care 
of  chronic  kidney  disease;  group,  per 
session;  face-to-face)  are  discussed  in 
the  CY  2010  MPFS  proposed  rule.  When 
the  qualified  person  is  a  rural  provider, 
w^-would  pay  the  provider  the 
applicable  amount  under  the  MPFS  and 
a  single  payment  would  be  made  for 
each  KDE  session,  limited  to  no  more 
than  six  sessions  as  discussed  in  the  CY 
2010  MPFS  proposed  rule.  We  would 
not  provide  separate  payment  for  both  a 
physician’s  professional  services  and 
the  associated  facility  services  if  a  single 
session  of  KDE  services  was  furnished 
in  a  rural  hospital.  Therefore,  because  of 
operational  constraints,  we  are 
proposing  that  payment  would  be  made 
to  only  one  qualified  person  for  KDE 
services  on  the  same  day  for  the  same 
beneficiary.  We  also  note  that  the  MPFS’ 
geographic  practice  cost  index  would 
apply  to  the  calculation  of  the  payment 
in  a  particular  fee  schedule  locality 
because  this  locality  adjustment 
methodology  is  applicable  to  payment 
for  all  services  paid  under  the  MPFS. 

We  are  proposing  to  assign  status 
indicator  “A”  to  HCPCS  codes  GXX26 
and  GXX27  in  Addendum  B  to  this  CY 
2010  OPPS/ASC  proposed  rule  to 
signify  that  these  services,  when 
covered,  would  be  paid  under  a 
payment  system  other  than  the  OPPS, 
specifically  the  MPFS  in  the  case  of 
both  HCPCS  codes. 

Public  comments  on  this  proposal  to 
pay  under  the  MPFS  for  covered  KDE 
services  furnished  by  qualified  persons 
who  are  hospitals,  CAHs,  SNFs,  CORFs, 
HHAs,  or  hospices  that  are  located  in  a 
rural  area  or  are  treated  as  being  rural 
under  §  412.103  should  be  submitted  in 
accordance  with  the  instructions  for 
commenting  on  this  OPPS/ASC 
proposed  rule.  Public  comments  on  all 
other  aspects  of  the  proposed 
implementation  of  sections 
1861(s)(2)(EE)  and  1861(ggg)  of  the  Act, 
including,  but  not  limited  to,  the 
proposed  criteria  for  coverage  of  the 
services,  the  proposed  definition  of 
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“session,”  the  proposed  HCPCS  codes, 
and  the  proposed  content  of  the 
program,  should  be  submitted  in 
response  to  the  CY  2010  MPFS 
proposed  rule. 

B.  Pulmonary  Rehabilitation,  Cardiac 
Rehabilitation,  and  Intensive  Cardiac 
Rehabilitation  Ser\'ices 

1.  Legislative  Changes 

Section  144(a)  of  Public  Law  110-275 
(MIPPA)  made  a  number  of  changes  to 
the  Act  to  provide  Medicare  Part  B 
coverage  and  payment  for  pulmonary 
and  cardiac  rehabilitation  services 
furnished  to  beneficiaries  with  chronic 
obstructive  pulmonary  disease  and 
certain  other  conditions,  respectively, 
effective  Januarj'  1,  2010.  Specifically, 
section  144(a)(1)  of  the  Act  amended 
section  1861(s)(2)  of  the  Act  by  adding 
new  subparagraphs  (CC)  and  (DD)  to 
specify  Medicare  Part  B  coverage  of 
items  and  services  furnished  under  (1) 
a  cardiac  rehabilitation  (CR)  program  (as 
defined  in  an  added  new  section 
1861(eee)(l)  of  the  Act)  or  under  a 
pulmonary  rehabilitation  (PR)  program 
(as  defined  under  an  added  new  section 
1861(fff)(l)  of  the  Act;  and  (2)  an 
intensive  cardiac  rehabilitation  (ICR) 
program  (as  defined  in  an  added  new 
section  1861(eee)(4)  of  the  Act).  The 
amendments  made  by  section  144(a)  of 
Public  Law  110-275  provide  for 
coverage  of  CR,  PR,  and  ICR  services 
provided  in  a  physician’s  office,  in  a 
hospital  on  an  outpatient  basis,  or  in 
other  settings  as  the  Secretary 
determines  appropriate.  Section 
144(a)(2)  of  Public  Law  110-275 
amended  section  1848(j)(3)  to  provide 
for  payment  for  services  furnished  in  an 
ICR  program  under  the  MPFS  and  also 
added  a  new  section  1848(b)(5)  to 
provide  specific  language  governing 
payment  for  ICR  services.  Under  that, 
specific  section,  the  Secretary  shall 
substitute  the  Medicare  OPD  fee 
schedule  amount  established  under  the 
prospective  payment  system  for  hospital 
outpatient  department  services  under 
section  1833(t)(3)(D)  of  the  Act  for 
cardiac  rehabilitation  (under  HCPCS 
codes  93797  (Physician  services  for 
outpatient  cardiac  rehabilitation; 
without  continuous  ECG  monitoring 
(per  session))  and  93798  (Physician 
services  for  outpatient  cardiac 
rehabilitation;  with  continuous  ECG 
monitoring  (per  session))  for  CY  2007, 
or  any  succeeding  HCPCS  codes 
established  for  cardiac  rehabilitation). 
Section  144(a)(2)  also  defined  under  the 
new  section  1848(b)(5)  a  “session”  for 
each  of  the  component  cardiac 
rehabilitation  items  and  services 
defined  in  subparagraphs  (A)  through 


(E)  of  section  1861(eee)(3)  of  the  Act, 
when  furnished  for  one  hour,  as  a 
separate  session  of  intensive  cardiac 
rehabilitation,  and  specified  that 
payment  may  be  made  for  up  to  6 
sessions  per  day  of  the  series  of  72  one- 
hour  sessions  of  ICR  services.  Section 
144(a)(l)(3)  also  requires  that  a 
physician  must  be  immediately 
available  and  accessible  for  medical 
consultations  and  medical  emergencies 
at  all  times  items  and  services  are  being 
furnished  under  CR,  ICJl,  and  PR 
programs,  except  that  in  the  case  of  such 
items  and  services  furnished  under  such 
a  program  in  a  hospital,  such 
availability  shall  be  presumed. 

As  we  discuss  in  detail  in  section 
II.G.8.  of  the  June  2009  CY  2010  MPFS 
proposed  rule,  we  are  using  the  MPFS 
and  the  OPPS  rulemaking  processes, 
and  may  use  the  national  coverage 
determination  (NCD)  process  as  well,  to 
implement  the  amendments  made  by 
section  144(a)  of  Public  Law  110-275.  In 
the  CY  2010  MPFS  proposed  rule,  we 
specify  our  policy  proposals  for 
implementing  Medicare  Part  B  coverage 
and  payment  for  services  furnished  in  a 
CR,  ICR,  and  PR  program  under  the 
MPFS.  Therefore,  public  comments  on 
the  proposed  coverage  and  payment 
under  the  MPFS  for  a  CR,  ICR,  or  PR 
program  beginning  in  CY  2010  should 
be  submitted  in  response  to  the  CY  2010 
MPFS  proposed  rule.  In  this  section  of 
this  CY  2010  OPPS/ASC  proposed  rule, 
we  are  proposing  the  CY  2010  OPPS 
payment  for  services  in  a  CR,  ICR,  or  PR 
program  furnished  to  hospital 
outpatients.  Therefore,  public  comments 
on  the  proposed  OPPS  payments  for  CY 
2010  should  be  submitted  in  response  to 
this  CY  2010  OPPS/ASC  proposed  rule. 

2.  Proposed  Payments  for  Services 
Furnished  to  Hospital  Outpatients  in  a 
Pulmonary  Rehabilitation  Program 

For  CY  2010,  we  are  proposing  to 
create  one  new  Level  II  HCPCS  code  for 
hospitals  to  report  and  bill  for  the 
services  furnished  under  a  PR  program 
as  specified  in  section  1881(fff)  of  the 
Act.  Specifically,  we  would  use  HCPCS 
code  GXX30  (Pulmonary  rehabilitation, 
including  aerobic  exercise  (includes 
monitoring),  per  session,  per  day).  This 
proposed  new  HCPCS  G-code  would  be 
used  by  hospitals  to  report  PR  services 
furnished  to  patients  performing 
physician-prescribed  exercises  that  are 
targeted  to  improving  the  patient’s 
physical  functioning  and  may  also 
include  the  provision  of  other  aspects  of 
PR,  such  as  education  and  training. 
Consistent  with  our  proposal  in  the  CY 
2010  MPFS  proposed  rule,  we  are 
proposing  that  hospitals  would  use 
proposed  HCPCS  code  GXX30  to  report 


sessions  lasting  a  minimum  of  60 
minutes  each,  generally  for  two  to  three 
sessions  of  PR  per  week,  under  the 
OPPS.  We  also  are  proposing  to  allow 
no  more  than  one  session  per  day 
because  individuals  who  are  furnished 
services  in  a  PR  program  have 
significant  respiratory  compromise  and 
would  not  typically  be  capable  of 
performing  more  than  one  session  of 
exercise  per  day. 

PR  described  by  proposed  HCPCS 
code  GXX30  would  be  a  new 
comprehensive  service.  We  do  not 
believe  there  is  an  existing  clinical  APC 
to  which  this  service  could  be 
appropriately  assigned  under  the  OPPS 
based  on  the  information  currently 
available  to  us.  We  do  not  believe  that 
any  services  currently  paid  under  the 
OPPS  are  sufficiently  similar  to  PR, 
based  on  both  clinical  and  resource 
characteristics,  to  justify  the  initial 
assignment  of  proposed  HCPCS  code 
GXX30  to  the  same  clinical  APC  as  an 
existing  service.  Historically,  individual 
services  that  comprise  comprehensive 
PR  have  been  reported  separately  with 
existing  HCPCS  codes  that  are  paid 
under  the  OPPS  through  the  individual 
APC  that  is  most  appropriate  for  each 
service  described  by  the  specific  HCPCS 
code  reported. 

For  payment  under  the  MPFS,  we  are 
proposing  relative  value  units  for  new 
HCPCS  code  GXX30  for  CY  2010  based 
on  the  estimated  resources  and  work 
intensity  associated  with  existing 
cardiac  rehabilitation  and  respiratory 
therapy  services.  The  nonfacility 
practice  expense  amount  is  the 
component  of  the  MPFS  payment  that  is 
most  comparable  to  what  Medicare  pays 
under  the  OPPS.  Both  the  MPFS 
nonfacility  practice  expense  payment 
and  the  OPPS  payment  include  payment 
for  the  service  costs  other  than  the 
physician  professional  services  that  are 
billed  and  paid  under  the  MPFS  in  all 
service  settings.  The  CY  2010  proposed 
nonfacility  practice  expense  payment 
amount  under  the  MPFS  is  between  $10 
and  $20. 

Given  the  lack  of  OPPS  hospital  cost 
data  to  guide  the  initial  assignment  of 
the  proposed  new  HCPCS  code  that 
would  describe  services. furnished 
under  the  new  PR  benefit,  for  the  CY 
2010  OPPS,  we  are  proposing  to  assign 
HCPCS  code  GXX30  to  New  Technology 
APC  1492  (New  Technology — Level  IB 
($10-$20)),  the  New  Technology  APC 
that  provides  payment  for  new  services 
with  estimated  facility  costs  between 
$10  and  $20  and  for  which  no  existing 
clinical  APC  is  appropriate.  The  New 
Technology  APC  payment  of  $15,  at  the 
midpoint  of  the  cost  band,  would  be 
approximately  the  same  as  the  proposed 
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CY  2010  MPFS  nonfacility  practice 
expense  amount  for  PR  described  by 
HCPCS  code  GXX30.  As  discussed 
above,  this  is  the  portion  of  the 
proposed  MPFS  payment  that  is  most 
comparable  to  what  Medicare  would 
pay  under  the  OPPS.  We  believe  this 
proposed  temporary  assignment  to  a 
New  Technology  APC  would  allow  us  to 
pay  appropriately  for  the  service  under 
the  OPPS,  at  a  rate  that  is  similar  to  the 
corresponding  physician’s  office 
payment  amount,  while  we  gather 
hospital  claims  data  and  experience 
with  the  new  service  on  which  to  base 
a  clinically  relevant  APC  assignment  in 
the  future. 

3.  Proposed  Payment  for  Services 
Furnished  to  Hospital  Outpatients 
Under  a  Cardiac  Rehabilitation  or  an 
Intensive  Cardiac  Rehabilitation 
Program 

Currently,  CR  services  furnished  by 
hospitals  are  reported  using  CPT  codes 
93797  and  93798.  In  the  CY  2010  MPFS 
proposed  rule,  we  are  proposing  that 
each  day  CR  items  and  services  are 
furnished  to  a  patient,  aerobic  exercises 
along  with  other  exercises  must  be 
included  (that  is,  a  patient  must  exercise 
aerobically  every  day  he  or  she  attends 
a  CR  session).  In  addition,  we  are 
proposing  that  each  session  must  be  a 
minimum  of  60  minutes  and  patients 
must  participate  in  a  minimum  of  two 
CR  sessions  a  week,  with  a  maximum  of 
two  CR  sessions  a  day. 

With  respect  to  ICR  services,  section 
1861(eee)(4)(C)  of  the  Act,  states  that 
“an  intensive  cardiac  rehabilitation 
program  may  be  provided  in  a  series  of 
72  one-hour  sessions  (as  defined  in 
sectionl848(b)(5)),  up  to  6  sessions  per 
day,  over  a  period  of  up  to  18  weeks.” 
For  the  CY  2010  OPPS,  we  are 
proposing  to  create  two  new  Level  II 
HCPCS  codes  to  report  the  services  of  an 
ICR  program  that  are  furnished  to 
hospital  outpatients,  consistent  with  the 
provisions  of  section  1861(eee){4)(C)  of 
the  Act:  Proposed  HCPCS  code  GJOC28 
(Intensive  cardiac  rehabilitation;  with  or 
without  continuous  ECG  monitoring 
with  exercise,  per  session)  and  proposed 
HCPCS  code  GXX29  (Intensive  cardiac 
rehabilitation;  with  or  without 
continuous  ECG  monitoring;  without 
exercise,  per  session).  These  proposed 
new  HCPCS  G-codes  would  be  used  to 
report  ICR  services  furnished  by 
hospitals  that  have  an  ICR  program  that 
has  received  a  designation  as  a  qualified 
ICR  program.  Consistent  with  the 
proposal  in  the  CY  2010  MPFS 
proposed  rule,  we  are  proposing  that 
each  session  of  ICR  must  be  a  minimum 
of  60  minutes  and  that  each  day  ICR 
items  and  services  are  provided  to  a 


patient,  aerobic  exercises  along  with 
other  exercises  must  be  included  (that 
is,  a  patient  must  exercise  aerobically 
every  day  he  or  she  attends  a  ICR 
session). 

For  the  CY  2010  OPPS,  we  are 
proposing  to  assign  proposed  HCPCS 
codes  GXX28  and  GXX29  to  APC0095 
(Cardiac  Rehabilitation)  with  a  status 
indicator  of  “S.”  The  proposed  median 
cost  of  APC  0095  for  CY  2010  is 
approximately  $39.  This  proposed 
median  cost  reflects  historic^  hospital 
cost  data  for  one  session  of  general  CR 
services  reported  with  CPT  code  93797 
or  93798.  Both  CR  and  ICR  programs 
consist  of  exercise,  cardiac  risk  factor 
modification,  psychosocial  assessment, 
outcomes  assessment  and  other  services, 
as  described  in  the  CY  2010  MPFS 
proposed  rule.  Although  more  sessions 
per  day  for  a  beneficiary  may  be 
provided  in  an  ICR  program  than  a  CR 
program,  we  believe  the  hospital  costs 
for  a  single  session  would  be  similar, 
and  OPPS  payment  for  CR  and  ICR 
would  be  provided  on  a  per-session 
basis.  Therefore,  because  CR  and  ICR 
services  are  similar  from  both  clinical 
and  resource  perspectives,  we  believe 
that  it  would  be  appropriate  to  assign 
the  two  proposed  new  Level  II  HCPCS 
codes  for  ICR  to  APC  0095  while  we 
collect  cost  information  from  hospitals 
specific  to  ICR.  We  would  make  a  single 
payment  of  APC  0095  for  each  session 
of  ICR  reported  on  hospital  outpatient 
claims. 

4.  Physician  Supervision  for  Pulmonary 
Rehabilitation,  Cardiac  Rehabilitation, 
and  Intensive  Cardiac  Rehabilitation 
Services 

Section  144  of  Public  Law  110-275 
includes  requirements  for  immediate 
and  ongoing  physician  availability  and 
accessibility  for  both  medical 
consultations  and  medical  emergencies 
at  all  times  items  and  services  are  being 
furnished  under  CR,  ICR,  and  PR 
programs.  In  section  II.G.8.  of  the  June 
2009  CY  2010  MPFS  proposed  rule,  we 
have  proposed  that  these  requirements 
would  be  met  through  existing 
definitions  for  direct  physician 
supervision  in  physicians’  offices  and 
hospital  outpatient  departments  at 
§  410.26(a)(2)  (defined  through  cross 
reference  to  §410.32(b)(3)(ii))  and 
§410.27,  respectively.  Direct 
supervision,  as  defined  in  the 
regulations,  is  consistent  with  the 
requirements  of  Public  Law  110-275 
because  the  physician  must  be  present 
and  immediately  available  where  the 
services  are  being  furnished.  The 
physician  must  also  be  able  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  services,  which 


would  include  medical  consultations 
and  medical  emergencies. 

For  CR,  ICR,  and  PR  services  provided 
to  hospital  outpatients,  direct  physician 
supervision  is  the  standard  set  forth  in 
the  April  7,  2000  OPPS  final  rule  with 
comment  period  (68  FR  18524  through 
18526)  for  supervision  of  hospital 
outpatient  therapeutic  services  covered 
and  paid  by  Medicare  in  hospitals  and 
provider-based  departments  of 
hospitals.  We  noted  in  the  discussions 
of  cardiac  and  pulmonary  rehabilitation 
in  the  CY  2010  MPFS  proposed  rule  that 
if  we  were  to  propose  future  changes  to 
the  physician  office  or  hospital 
outpatient  policies  for  direct  physician 
supervision,  we  would  provide  our 
assessment  of  the  implications  of  those 
proposals  for  the  supervision  of  cardiac 
and  pulmonary  rehabilitation  services  at 
that  time. 

As  discussed  in  more  detail  in  section 
XII.D  of  this  proposed  rule,  we  are 
proposing  to  refine  the  definition  of  the 
direct  supervision  of  hospital  outpatient 
therapeutic  services  for  those  services 
provided  in  the  hospital  and  in  an  on- 
campus  PBD  of  the  hospital.  For 
services,  including  CR,  ICR,  and  PR 
services,  provided  in  the  hospital  and  in 
an  on-campus  PBD  of  the  hospital, 
direct  supervision  would  mean  that  the 
physician  must  be  present  on  the  same 
campus,  in  the  hospital  or  the  on- 
campus  PBD  of  the  hospital,  as  defined 
in  §  413.65,  and  immediately  available 
to  furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  We  are  also  proposing  to 
define  “in  the  hospital”  in  proposed 
new  paragraph  §  410.27(g)  to  mean  areas 
in  the  main  building(s)  of  the  hospital 
that  are  under  the  ownership,  financial, 
and  administrative  control  of  the 
hospital;  are  operated  as  part  of  the 
hospital;  and  for  which  the  hospital 
bills  the  services  furnished  under  the 
hospital’s  CMS  Certification  Number 
(CCN).  We  are  proposing  no  significant 
change  to  the  definition  or  requirements 
for  direct  supervision  of  hospital 
outpatient  therapeutic  services  provided 
in  off-campus  PBDs  of  a  hospital.  Thus, 
with  respect  to  CR,  ICR,  and  PR  services 
furnished  in  off-campus  PBDs  of  the 
hospital,  direct  supervision  would 
gontinue  to  mean  that  the  physician 
must  be  in  the  off-campus  PBD  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  We 
believe  that  direct  supervision,  as 
defined  in  the  proposed  regulations  for 
hospital  outpatient  therapeutic  services, 
continues  to  be  consistent  with  the 
requirements  of  Public  Law  110-275  for 
CR,  ICR,  and  PR  services  because  the 
physician  must  be  present  and 
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immediately  available  where  the 
services  are  being  furnished.  The 
physician  must  also  be  able  to  furnish  . 
assistance  and  direction  throughout  the 
performance  of  the  services,  which 
would  include  medical  consultations 
and  medical  emergencies.  For  a 
complete  discussion  of  the  current  and 
proposed  requirements  for  the  direct 
supervision  of  hospital  outpatient 
therapeutic  services,  we  refer  readers  to 
section  XII.D.  of  this  proposed  rule. 

Section  144  of  Public  Law  110-275 
also  states  that  in  the  case  of  items  and 
services  furnished  under  such  a  CR, 

ICR,  or  PR  program  in  a  hospital, 
physician  availability  shall  be 
presumed.  As  we  have  stated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68702  through 
68704),  the  longstanding  presmnption  of 
direct  physician  supervision  for  hospital 
outpatient  services  means  that  direct 
physician  supervision  is  the  standard 
for  supervision  of  hospital  outpatient 
therapeutic  services  covered  and  paid 
by  Medicare  in  hospitals  and  PBDs  of 
hospitals,  and  we  expect  that  hospitals 
are  providing  services  in  accordance 
with  this  standard. 

We  note  that  in  section  XII.D.  of  this 
proposed  rule,  we  are  also  proposing 
that  nonphysician  practitioners,  defined 
for  the  purpose  of  proposed  revised 
§  410.27  of  the  regulations  as  clinical 
psychologists,  physician  assistants, 
nurse  practitioners,  clinical  nurse 
specialists,  and  certified  nurse- 
mid  wives,  may  directly  supervise  all 
hospital  outpatient  therapeutic  services 
that  they  may  perform  themselves 
within  their  State  scope  of  practice  and 
hospital-granted  privileges,  provided 
that  they  meet  all  additional 
requirements,  including  any 
collaboration  or  supervision 
requirements  as  specified  in  §§410.71, 
410.74,  410.75,  410.76,  and  410.77. 
However,  in  the  CY  2010  MPFS 
proposed  rule  and  in  the  corresponding 
proposed  regulation  text,  we  proposed  a 
different  requirement  for  the  direct 
supervision  of  CR,  ICR,  and  PR  services. 
We  proposed  that  services  provided  in 
CR,  ICR,  and  PR  programs  must  be 
supervised  by  a  doctor  of  medicine  or 
osteopathy,  as  defined  in  section 
1861(r)(i)  of  the  Act.  In  addition,  we 
proposed  specific  requirements  for  the 
expertise  and  licensure  of  physicians 
supervising  CR  and  ICR  services.  It 
would  not  be  in  accordance  with  the 
proposed  regulations  for  a  nonphysician 
practitioner  to  supervise  services 
furnished  in  a  CR,  ICR,  or  PR  program. 
The  physician  supervision  and  expertise 
requirements  proposed  in  the  coverage 
policy  and  regulations  for  CR,  ICR,  and 
PR  services  must  be  met  for  those 


services  to  be  covered  and,  therefore, 
paid  by  Medicare  in  hospital  outpatient 
settings. 

C.  Stem  Cell  Transplant 

Stem  cell  transplantation  is  a 
treatment  in  which  stem  cells  that  are 
harvested  from  either  a  patient’s  or  a 
donor’s  bone  marrow  or  peripheral 
blood  are  later  infused  into  that  patient 
to  treat  an  illness.  Autologous  stem  cell 
transplantation  is  a  technique  for 
providing  additional  stem  cells  using 
the  patient’s  own  previously  harvested 
stem  cells.  Allogeneic  stem  cell 
transplantation  is  a  procedure  in  which 
stem  cells  from  a  healthy  donor  are 
acquired  and  prepared  to  provide  a 
patient  with  new  stem  cells. 

We  recently  revised  section  90.3.3  of 
Chapter  3  of  the  Medicare  Claims 
Processing  Manual  (Pub.  100-04)  and 
created  new  section  231.10  of  Chapter  4 
of  the  Medicare  Claims  Processing 
Manual  in  order  to  clarify  billing  under 
Medicare  for  autologous  and  allogeneic 
stem  cell  transplant  services.  As  stated 
in  the  cited  new  and  revised  manual 
sections,  autologous  stem  cell 
transplants  performed  on  Medicare 
beneficiaries  may  be  provided  on  an 
inpatient  or  an  outpatient  basis. 

Hospitals  cue  instructed  to  bill  and  show 
all  charges  for  autologous  stem  cell 
harvesting,  processing,  and  transplant 
procedvues  based  on  the  status  of  the 
patient  (that  is,  inpatient  or  outpatient) 
when  the  individual  services  are 
furnished.  The  CPT  codes  describing 
these  services  may  be  billed  and  are 
separately  payable  under  the  OPPS 
when  the  services  are  provided  in  the 
hospital  outpatient  setting. 

In  contrast,  allogeneic  stem  cell 
transplemts  performed  on  Medicare 
beneficiaries  are  provided  on  an 
inpatient  basis,  and  all  services  related 
to  acquiring  the  stem  cells  firom  a  donor 
(whether  performed  inpatient  or 
outpatient)  are  billed  and  are  payable 
under  Medicare  Part  A  through  the  IPPS 
MS-DRG  payment  for  the  stem  cell 
transplant.  In  addition  to  payment  for 
the  stem  cell  transplant  procedure  itself, 
the  MS-DRG  payment  for  the  stem  cell 
transplant  includes  payment  for  stem 
cell  acquisition  services,  which  include, 
but  are  not  limited  to.  National  Marrow 
Donor  Program  fees  for  stem  cells  from 
an  uiuelated  donor  (if  applicable);  tissue 
typing  of  donor  and  recipient;  donor 
evaluation;  physiciem  pre-admission/ 
pre-procedure  donor  evaluation 
services;  costs  associated  with  the 
harvesting  procedure;  post-operative/ 
post-procedure  evaluation  of  donor;  and 
preparation  and  processing  of  stem 
cells.  While  certain  acquisition  services, 
such  as  donor  harvesting  procedures. 


may  be  performed  in  the  hospital 
outpatient  setting,  hospitals  are 
instructed  to  include  the  charges  for 
these  services  in  the  recipient’s 
inpatient  transplant  bill  as  acquisition 
services  and  not  to  bill  them  under  the 
OPPS. 

In  order  to  be  consistent  with  the 
revised  section  90.3.3  and  the  new 
section  231.10  of  the  Medicare  Claims 
Processing  Manual  cited  earlier,  which 
reflect  what  we  believe  to  be  the  current 
clinical  practice  of  performing 
allogeneic  stem  cell  transplants  on 
Medicare  beneficiaries  on  an  inpatient 
basis  only,  we  are  proposing  to  revise 
the  status  indicator  assignments  of 
certain  stem  cell  transplant-related  CPT 
codes  under  the  OPPS.  Specifically,  we 
are  proposing  to  change  the  status 
indicator  for  CPT  code  38205  (Blood- 
derived  hematopoietic  progenitor  cell 
harvesting  for  transplantation,  per 
collection;  allogenic)  from  “S”  to  “E” 
for  the  CY  2010  OPPS  to  reflect  that, 
while  an  allogeneic  stem  cell  harvesting 
procedure  performed  on  the  donor  may 
take  place  in  the  HOPD,  payment  for  the 
service  is  made  through  the  IPPS  MS- 
DRG  payment  for  the  associated 
transplant  procedure  performed  on  the 
recipient.  We  also  are  proposing  to 
change  the  status  indicators  for  CPT 
code  38240  (Bone  marrow  or  blood- 
derived  peripheral  stem  cell 
transplantation;  allogenic)  and  CPT 
code  38242  (Bone  marrow  or  blood- 
derived  peripheral  stem  cell 
transplantation;  allogeneic  donor 
lymphoc3^e  infusions)  from  “S”  to  “C” 
for  the  CY  2010  OPPS  to  reflect  that 
these  allogeneic  transplant  procedures 
are  payable  by  Medicare  as  inpatient 
procedvues  only. 

We  refer  reaciers  to  section  90.3.3  of 
Chapter  3  and  section  231.10  of  Chapter 
4  of  the  Medicare  Claims  Processing 
Manual  for  more  detailed  information 
on  billing  and  payment  for  autologous 
and  allogeneic  stem  cell  transplants  and 
related  services. 

D.  Physician  Supervision 
1.  Background 

In  the  CY  2009  OPPS/ASC  proposed 
rule  and  final  rule  with  comment  period 
(73  FR  41518  through  41519  and  73  FR 
68702  through  68704,  respectively),  we 
provided  a  restatement  and  clarification 
of  the  requirements  for  physician 
supervision  of  hospital  outpatient 
diagnostic  and  therapeutic  services  that 
were  set  forth  in  the  April  2000  OPPS 
final  rule  with  comment  period  (65  FR 
18524  through  18526).  As  we  stated  in 
those  rules,  section  1861(s)(2)(C)  of  the 
Act  authorizes  payment  for  diagnostic 
services  that  are  furnished  to  a  hospital 
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outpatient  for  the  purpose  of  diagnostic 
study.  We  have  further  defined  the 
requirements  for  diagnostic  services 
furnished  to  hospital  outpatients, 
including  requirements  for  physician 
supervision  of  diagnostic  services,  in 
§§410.28  and  410.32  of  our  regulations. 
Section  410.28(e)  states  that  Medicare 
Part  B  will  make  payment  for  diagnostic 
services  furnished  at  provider-based 
departments  (PBDs)  of  hospitals  “only 
when  the  diagnostic  services  are 
furnished  under  the  appropriate  level  of 
physician  supervision  specified  by  CMS 
in  accordance  with  the  definitions  in 
§§410.32(b)(3)(i),  (b)(3)(ii),  and 
(b)(3)(iii).”  In  addition,  in  the  April 
2000  OPPS  final  rule  with  comment 
period  (65  FR  18526),  we  stated  that  our 
model  for  the  requirement  was  the 
requirement  for  physician  supervision 
of  diagnostic  tests  payable  under  the 
MPFS  that  was  set  forth  in  the  CY  1998 
MPFS  final  rule  (62  FR  59048)rin  2000, 
we  also  explained  with  respect  to  the 
supervision  requirements  for  individual 
diagnostic  tests  that  we  intended  to 
instruct  hospitals  and  fiscal 
intermediaries  to  use  the  MPFS  as  a 
guide  pending  issuance  of  updated 
requirements.  For  diagnostic  services 
not  listed  in  the  MPFS,  we  stated  that 
fiscal  intermediaries,  in  consultation 
with  their  medical  directors,  would 
define  appropriate  supervision  levels  in 
order  to  determine  whether  claims  for 
these  services  are  reasonable  and 
necessary.  Since  2000,  we  have 
continued  to  follow  the  supervision 
requirements  for  individu^  diagnostic 
tests  as  listed  in  the  MPFS  Relative 
Value  File.  The  file  is  updated  quarterly 
and  is  available  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 
PhysicianFeeSch  ed/. 

In  the  CY  2009  OPPS/ASC  proposed 
rule  and  final  rule  with  comment  period 
(73  FR  41518  through  41519  and  73  FR 
68702  through  68704,  respectively),  we 
also  reiterated  that  direct  physician 
supervision  is  the  standard  for 
physician  supervision  as  set  forth  in  the 
April  2000  OPPS  final  rule  with 
comment  period  for  supervision  of 
hospital  outpatient  therapeutic  services 
covered  and  paid  by  Medicare  in 
hospitals  and  PBDs  of  hospitals.  We 
noted  that  section  1861(s)(2)(B)  of  the 
Act  authorizes  payment  for  hospital 
services  “incident  to  physicians’ 
services  rendered  to  outpatients.”  We 
have  further  defined  the  supervision 
requirements  for  hospital  outpatient 
therapeutic  services  and  supplies 
“incident  to”  a  physician’s  service  in 
§410.27  of  our  regulations.  More 
specifically,  § 410.27(f)  states:  “Services 
furnished  at  a  department  of  a  provider. 


as  defined  in  §  413.65(a)(2)  of  this 
subchapter,  that  has  provider-based 
status  in  relation  to  a  hospital  under 
§  413.65  of  this  subchapter,  must  be 
under  the  direct  supervision  of  a 
physician.  ‘Direct  supervision’  means 
the  physician  must  be  present  and  on 
the  premises  of  the  location  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  It  does 
not  mean  that  the  physician  must  be 
present  in  the  room  when  the  procedure 
is  performed.”  This  language  makes  no 
distinction  between  on-campus  and  off- 
campus  PBDs. 

In  the  preamble  of  the  April  2000 
OPPS  final  rule  with  comment  period 
(65  FR  18525),  we  further  discussed  the 
requirement  for  physician  supervision 
and  the  finalization  of  the  proposed 
regulation  text.  In  that  discussion,  we 
stated  that  the  language  of  §  410.27(f) 
“applies  to  services  furnished  at  an 
entity  that  is  located  off  the  campus  of 
a  hospital  that  we  designate  as  having 
provider-based  status  as  a  department  of 
a  hospital  in  accordance  with  §413.65.” 
We  also  stated  that,  for  services 
furnished  in  a  department  of  a  hospital 
that  is  located  on  the  campus  of  a 
hospital,  “we  assume  the  direct 
supervision  requirement  to  be  met  as  we 
explain  in  section  3112.4(a)  of  the 
Intermediary  Manual.”  We  further 
stated  that  “we  assume  the  physician 
supervision  requirement  is  met  on 
hospital  premises  because  staff 
physicians  would  always  be  nearby 
within  the  hospital.” 

In  the  CY  2009  OPPS/ASC  proposed 
rule  and  final  rule  with  comment  period 
(73  FR  41518  through  41519  and  73  FR 
68702  through  68704,  respectively),  we 
restated  the  existing  physician 
supervision  policy  for  hospital 
outpatient  therapeutic  services  because 
we  were  concerned  that  some 
stakeholders  may  have  misunderstood 
our  use  of  the  term  “assume”  in  the 
April  2000  OPPS  final  rule  with 
comment  period,  believing  that  our 
statement  meant  that  we  do  not  require 
any  supervision  in  the  hospital  or  in  an 
on-campus  PBD  for  hospital  outpatient 
therapeutic  services,  or  that  we  only 
require  general  supervision  for  those 
services.  This  is  not  the  case.  It  has  been 
our  expectation  that  hospital  outpatient 
therapeutic  services  are  provided  under 
the  direct  supervision  of  physicians  in 
the  hospital  and  in  all  PBDs  of  the 
hospital,  specifically,  both  on-campus 
and  off-campus  departments  of  the 
hospital.  Theiexpectation  that  a 
physician  would  always  be  nearby 
predates  the  OPPS  and  is  related  to  the 
statutory  authority  for  payment  of 
hospital  outpatient  services — that 


Medicare  makes  payment  for  hospital 
outpatient  services  “incident  to”  the 
services  of. physicians  in  the  treatment 
of  patients  as  described  in  section 
1861(s)(2)(B)  of  the  Act.  Section 
410.27(a)(l)(ii)  of  the  regulations  states 
that  Medicare  Part  B  pays  for  hospital 
services  and  supplies  furnished  incident 
to  a  physician  service  to  outpatients  if 
they  are  provided  “as  an  integral  though 
incidental  part  of  a  physician’s 
services.”  In  addition,  we  have  stated  in 
section  20  of  chapter  6  of  the  Medicare 
Benefit  Policy  Manual  (Pub.  100-2)  that 
hospitals  provide  two  distinct  types  of 
services  to  outpatients:  services  that  are 
diagnostic  in  nature,  and  other  services 
that  aid  the  physician  in  the  treatment 
of  the  patient.  We  further  defined  these 
therapeutic  services  and  supplies  in 
section  20.5.1  of  the  Medicare  Benefit 
Policy  Manual,  stating  “therapeutic 
services  and  supplies  which  hospitals 
provide  on  an  outpatient  basis  are  those 
services  and  supplies  (including  the  use 
of  hospital  facilities)  which  are  incident 
to  the  services  of  physicians  in  the 
treatment  of  patients.”  We  also  provide 
in  section  20.5.1  that  services  and 
supplies  must  be  furnished  on  a 
physician’s  order  and  delivered  under 
physician  supervision.  However,  the 
manual  indicates  further  that  each 
occasion  of  a  service  by  a  nonphysician 
does  not  need  to  also  be  the  occasion  of 
the  actual  rendition  of  a  personal 
professional  service  by  the  physician 
responsible  for  the  care  of  the  patient. 
Nevertheless,  as  stipulated  in  that  same 
section  of  the  manual  “during  any 
course  of  treatment  rendered  by 
auxiliary  personnel,  the  physician  must 
personally  see  the  patient  periodically 
and  sufficiently  often  enough  to  assess 
the  course  of  treatment  and  the  patient’s 
progress  and,  where  necessary,  to 
change  the  treatment  regimen.” 

The  expectation  that  a  physician 
would  always  be  nearby  within  the 
hospital  also  dates  back  to  a  time  when 
hospital  inpatient  services  provided  in  a 
single  hospital  building  represented  the 
majority  of  hospital  payments  by 
Medicare.  Since  that  time,  advances  in 
medical  technology,  changes  in  the 
patterns  of  health  care  delivery,  and 
changes  in  the  organizational  structure 
of  hospitals  have  led  to  the  development 
of  extensive  hospital  campuses, 
sometimes  spanning  several  city  blocks, 
as  well  as  off-campus  and  satellite 
provider-based  campuses  at  different 
locations.  In  the  April  2000  OPPS  final 
rule  with  comment  period  (65  FR 
18525),  we  described  the  focus  of  the 
direct  physician  supervision 
requirement  for  off-campus  PBDs.  In  the 
CY  2009  OPPS/ASC  final  rule  with 
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comment  period  (73  FR  68703),  we 
stated  that  we  do  expect  direct 
physician  supervision  of  all  hospital 
outpatient  therapeutic  services, 
regardless  of  their  on-campus  or  off- 
campus  location,  but  that  we  would 
continue  to  emphasize  the  physician 
supervision  requirement  for  off-campus 
PBDs.  However,  we  also  noted  that  if 
there  were  problems  with  outpatient 
care  in  a  hospital  or  in  an  on-campus 
PBD  where  direct  supervision  was  not 
in  place  (that  is,  the  expectation  of 
direct  physician  supervision  was  not 
met),  we  would  consider  that  to  be  a 
quality  concern.  We  noted  that  we  want 
to  ensure  that  payment  is  made  for  high 
quality  hospital  outpatient  services 
provided  to  beneficiaries  in  a  safe  and 
effective  manner  and  consistent  with 
Medicare  requirements. 

Finally,  we  noted  that  the  definition 
of  direct  supervision  in  §  410.27(f)  for 
PBDs  requires  that  the  physician  must 
be  present  and  on  the  premises  of  the 
location  and  immediately  available  to 
furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  In  the  April  2000  OPPS  final 
rule  with  comment  period  (65  FR 
18525),  we  further  distinguished  “on 
the  premises  of  the  location”  by  stating 
“*  *  *  a  physician  must  be  present  on 
the  premises  of  the  entity  accorded 
status  as  a  department  of  the  hospital 
and  therefore,  immediately  available  to 
furnish  assistance  and  direction  for  as 
long  as  patients  are  being  treated  at  the 
site.”  We  also  stated  that  this 
characterization  does  not  mean  that  the 
physician  must  be  physically  in  the 
room  where  a  procedure  or  service  is 
furnished.  We  noted  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68703)  that  although  we 
have  not  further  defined  the  term 
“immediately  available”  for  this  specific 
context,  the  lack  of  timely  physician 
response  to  a  problem  in  the  HOPD 
would  represent  a  quality  concern  fi:om 
our  perspective  that  hospitals  should 
consider  in  structuring  their  provision 
of  services  in  ways  that  meet  the  direct 
physician  supervision  requirement  for 
HOPD  services. 

In  response  to  a  comment  requesting 
clarification,  we  also  discussed  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68703  through 
68704)  that  a  nonphysician  practitioner 
may  not  provide  the  physician 
supervision  in  a  PBD,  even  if  a  nurse 
practitioner’s  or  a  physician  assistant’s 
professional  service  was  being  billed  as 
a  nurse  practitioner  or  a  physician 
assistant  service  and  not  a  physician 
service.  We  noted  that  section  1861(r)  of 
the  Act  defines  a  physician  as  follows: 
“[t]he  term  ‘physician’,  when  used  in 


connection  with  the  performance  of  any 
function  or  action,  means  (l)  a  doctor  of 
medicine  or  osteopathy  legally 
authorized  to  practice  medicine  and 
surgery  by  the  State  in  which  he 
performs  such  function  or  action  *  *  *; 
(2)  a  doctor  of  dental  surgery  or  of 
dental  medicine  *  *  *;  (3)  a  doctor  of 
podiatric  medicine  *  *  *;  (4)  a  doctor 
of  optometry  *  *  *;  or  (5)  a 
chiropractor.  In  addition,  we  pointed 
out  that  the  conditions  of  participation 
for  hospitals  under  §482.12(c)(l)(i) 
through  (c)(l)(vi)  of  our  regulations 
require  that  every  Medicare  hospital 
patient  is  under  the  care  of  a  doctor  of 
medicine  or  osteopathy,  a  doctor  of 
dental  surgery  or  dental  medicine,  a 
doctor  of  podiatric  medicine,  a  doctor  of 
optometry,  a  chiropractor,  or  a  clinical 
psychologist:  each  practicing  within  the 
extent  of  the  Act,  the  Federal 
regulations,  and  State  law.  Further, 

§  482.12(c)(4)  of  our  regidations  requires 
that  a  doctor  of  medicine  or  osteopathy 
must  be  responsible  for  the  care  of  each 
Medicare  patient  with  respect  to  any 
medical  or  psychiatric  condition  that  is 
present  on  admission  or  develops 
during  hospitalization  and  is  not 
specifically  within  the  scope  of  practice 
of  one  of  the  other  practitioners  listed  in 
§482.12(c)(l)(ii)  through  (c)(l)(vi). 

Moreover,  section  1861(s)(2)(B)  of  the 
Act  authorizes  payment  for  hospital 
services  “incident  to  physicians’ 
services  rendered  to  outpatients.”  We 
have  further  defined  the  requirements 
for  hospital  outpatient  therapeutic 
services  and  supplies  “incident  to”  a 
physician’s  service  in  §410.27  of  our 
regulations.  Section  410.27(a)(l)(ii) 
describes  payment  for  hospital 
outpatient  services  when  they  are  “an 
integral  though  incidental  part  of  a 
physician’s  services.”  /\lso,  §  410.27(f) 
requires  that  hospital  outpatient 
services  provided  in  PBDs  must  be 
under  the  direct  supervision  of  a 
physician.  We  stated  that  the  language 
of  the  statute  and  regulations  does  not 
include  nonphysician  practitioners 
other  than  clinical  psychologists. 
Therefore,  it  would  not  be  in  accordance 
with  the  law  and  regulations  for  a 
nonphysician  practitioner  other  than  a 
clinical  psychologist  to  be  providing  the 
physician  supervision  in  a  PBD,  even  if 
a  nurse  practitioner’s  or  a  physician 
assistant’s  professional  service  was 
being  billed  as  a  nurse  practitioner  or  a 
physician  assistant  service  wd  not  a 
physician  service. 


2,.  Issues  Regarding  the  Physician 
Supervision  of  Hospital  Outpatient 
Services  Raised  by  Hospitals  and  Other 
Stakeholders 

.  Although  we  received  a  few  public 
comments  on  the  discussion  of 
physician  supervision  in  the  CY  2009 
OPPS/ASC  proposed  rule,  since 
publication  of  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  on 
November  18,  2008,  we  have  received 
many  questions  and  concerns  about  the 
current  policies  from  hospitals  and 
other  st^eholders.  Some  stakeholders 
expressed  appreciation  for  the  CMS 
clarification,  stating  that  the  supervision 
policies  were  clear  and  represented 
needed  safeguards  for  beneficiaries.  On 
the  other  hand,  we  have  received 
numerous  questions  about  the 
application  of  the  policies  to  hospital 
outpatient  therapeutic  services 
furnished  in  areas  of  the  hospital  that 
some  stakeholders  believe  have  not 
clearly  been  discussed,  such  as  the 
application  of  direct  supervision  to 
hospital  outpatient  therapeutic  services 
furnished  within  the  main  buildings  of 
the  hospital  that  may  not  be  PBDs  of  the 
hospital.  Some  hospitals  expressed 
difficulty  in  determining  whether 
certain  areas  of  their  hospitals  were 
considered  provider-based.  Other 
stakeholders  cited  the  direct  supervision 
policy  as  first  articulated  in  2000  as 
problematic  because  they  believe  that 
CMS  failed  to  consider  hospitals’ 
current  organizational  structmes.  Some 
hospitals  and  other  stakeholders 
inquired  about  a  physician’s 
qualifications  for  providing  supervision 
or  questioned  whether  physician 
supervision  must  be  provided  by  a 
physician  in  a  particular  medical 
specialty.  A  number  of  stakeholders 
challenged  the  current  policy  that 
nonphysician  practitioners  cannot 
provide  direct  supervision  for  those 
hospital  outpatient  therapeutic  services 
they  may  personally  perform  or  that 
they  may  order  to  be  provided  by  other 
hospital  staff  incident  to  the 
nonphysician  practitioner’s  services.  In 
addition,  numerous  stakeholders, 
especially  rural  hospitals,  raised 
budgetcuy  and  patient  access  concerns 
related  to  ensuring  adequate  physician 
staffing,  especially  because 
nonphysician  practitioners  may  not 
directly  supervise  the  delivery  of 
hospit^  outpatient  therapeutic  services. 
Fmthermore,  rural  hospitals  and  CAHs 
raised  concerns  regarding  the 
inconsistency  of  the  direct  supervision 
requirements  for  CAHs  with  other  CAH 
policies,  pointing  out  that  the  Medicare 
conditions  of  participation  for  CAHs 
allow  mnse  practitioners  and  physician 
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assistants  to  be  responsible  for  the  care 
of  Medicare  patients  in  CAHs.  Some 
stakeholders  specifically  questioned 
whether  §  410.27(f)  applied  to  CAHs 
because  the  term  “CAH”  is  not  in  the 
heading  of  §  410.27,  which  currently 
reads  “Outpatient  hospital  services  and 
supplies  incident  to  a  physician  service; 
Conditions.”  Other  stakeholders 
complained  about  the  significant  burden 
on  hospitals  to  provide  direct  physician 
supervision  because  they  believe  there 
is  no  clear  clinical  need  for  such 
supervision,  particularly  a  uniform  level 
of  supervision  for  all  types  of  hospital 
outpatient  therapeutic  services.  Some 
stakeholders  challenged  the 
applicability  of  the  direct  supervision 
requirements  to  specific  types  of 
hospital  outpatient  services,  such  as 
partial  hospitalization  or  chemotherapy 
administration  services. 

Similar  to  the  issues  related  to  direct 
supervision  of  hospital  outpatient 
therapeutic  services  raised  by  hospitals 
and  other  stakeholders,  we  have 
received  questions  since  publication  of 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period,  citing  confusion 
regarding  the  application  of  physician 
supervision  policies  for  hospital 
outpatient  diagnostic  services, 
especially  with  respect  to  services 
provided  within  the  main  buildings  of 
the  hospital  that  are  not  PBDs.  In 
addition,  some  stakeholders  have 
pointed  out  that  there  is  no  site-of- 
service  requirement  for  hospital 
outpatient  diagnostic  services,  and  that, 
therefore,  hospitals  may  send  patients  to 
independent  diagnostic  testing  facilities 
(IDTFs)  or  other  entities  to  receive 
diagnostic  services  under  arrangement. 
They  added  that  although  these 
facilities  are  not  PBDs,  the  hospital 
would  bill  for  these  services  as  hospital 
outpatient  services  in  accordance  with 
the  hospital  bundling  rules.  Some  of 
these  stakeholders  have  asked  what  type 
of  physician  supervision  is  required  for 
diagnostic  services  provided  under 
arrangement. 

A  number  of  stakeholders  urged  CMS 
to  withdraw  or  delay  the  physician 
supervision  policies  discussed  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period,  arguing  that  this  rule 
included  policy  changes  rather  than 
clarification  and,  therefore,  sufficient 
opportunity  for  public  notice  and 
comment  was  not  provided.  Some 
further  argued  that  CMS  should  suspend 
enforcement  of  these  policies  while 
CMS  gathers  additional  public  input 
and  considered  alternatives.  These 
stakeholders  suggested  a  variety  of 
additional  approaches  to  soliciting. hill 
feedback  from  the  hospital  and  : , , 
physician  communities  on  the 


supervision  policies  and  their  impact, 
including  holding  an  open  door  forum 
or  town  hall  meeting  and  reopening  the 
discussion  during  the  CY  2010  OPPS 
rulemaking  process. 

As  stated  previously  in  this  section, 
we  provided  a  restatement  and 
clarification  of  existing  policy  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41518  through  41519),  citing  numerous 
existing  statutory,  regulatory,  manual, 
and  prior  rule  preamble  statements  in 
section  XII.A.  of  that  rule  specifically 
titled,  “Physician  Supervision  of  HOPD 
Services.”  The  CY  2009  OPPS/ASC 
proposed  rule  provided  for  a  60-day 
comment  period.  We  continue  to  believe 
that  the  CY  2009  restatement  and 
clarification  made  no  change  to 
longstanding  hospital  outpatient 
physician  supervision  policies  as 
incorporated  in  prior  statements  of 
policy,  including  the  codified  Federal 
regulations.  In  addition,  we  provided  for 
public  notice  and  comment  regarding 
these  physician  supervision  polices 
through  the  CY2009  OPPS/ASC 
proposed  rule  in  which,  as  noted  above, 
we  discussed  physician  supervision  in  a 
distinct  section  of  the  proposed  rule. 
However,  we  received  only  a  few  public 
comments  on  that  section.  We  note  that 
the  physician  supervision  policies  for 
hospital  outpatient  diagnostic  and 
therapeutic  services  as  described  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68702  through 
68704)  continue  to  be  in  effect  for  CY 
2009.  We  have  not  instructed 
contractors  to  delay  initiation  of 
enforcement  actions  or  to  discontinue 
pursuing  pending  enforcement  actions 
regarding  the  physician  supervision  of 
hospitcd  outpatient  services. 

However,  while  we  are  not  proposing 
to  withdraw  the  longstanding  physician 
supervision  policies  for  hospital 
outpatient  services,  we  have  extensively 
considered  the  many  questions  and 
concerns  on  this  topic  raised  to  us  by 
stakeholders  in  the  course  of  developing 
this  CY  2010  OPPS/ASC  proposed  rule 
in  order  to  assess  whether  proposed 
changes  to  the  existing  policies  should 
be  considered.  We  appreciate  the  many 
detailed  comments  and  suggestions 
interested  stakeholders  have  raised  in 
the  first  few  months  since  publication  of 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period.  We  have  considered  a 
wide  variety  of  potential  modifications 
to  our  physicicm  supervision  policies  in 
response  to  this  information  about 
current  health  care  delivery  practices 
and  challenges.  The  dialogue  with 
interested  stakeholders  has  provided  us 
with  sufficient  information  to  develop  > 
proposals  for  certain  changes  to  the 
supervision  policies  for  hospital 


outpatient  services  for  CY  2010  in  order 
to  take  into  full  consideration  current 
clinical  practice  and  patterns  of  care, 
the  need  to  ensure  patient  access,  the 
associated  hospital  and  physician 
responsibilities,  consistency  among 
requirements  for  different  sites  of 
services,  and  other  important  factors. 

We  believe  that  these  proposals  address 
many  of  the  concerns  and  questions 
regarding  our  existing  policies  that  have 
been  raised  to  us  by  stakeholders  over 
the  past  several  months.  We  look 
forward  to  robust  public  comments  on 
this  proposed  rule  regarding  our  CY 
2010  proposals  for  physician 
supervision  in  order  to  inform  our 
decisions  regarding  final  policies  for  CY 
2010. 

In  considering  the  questions  and 
concerns  that  have  been  raised  over  the 
past  several  months,  we  have  identified 
three  areas  within  our  existing  hospital 
outpatient  physician  supervision 
policies  for  which  we  believe  proposals 
of  policy  changes  are  appropriate  for  CY 
2010,  two  related  to  the  supervision  of 
therapeutic  services  and  one  related  to 
the  supervision  of  diagnostic  services. 
Our  specific  CY  2010  proposals, 
including  the  proposed  changes  to  our 
regulations  to  conform  to  these 
proposals,  are  discussed  below. 

3.  Proposed  Policies  for  Direct 
Supervision  of  Hospital  and  CAH 
Outpatient  Therapeutic  Services 

First,  for  CY  2010  we  are  proposing 
that  nonphysician  practitioners, 
specifically  physician  assistants,  nurse 
practitioners,  clinical  nurse  specialists, 
and  certified  nurse-mid  wives,  may 
directly  supervise  all  hospital  outpatient 
therapeutic  services  that  they  may 
perform  themselves  in  accordance  with 
their  State  law  and  scope  of  practice  and 
hospital-granted  privileges,  provided 
that  they  continue  to  meet  all  additional 
requirements,  including  any 
collaboration  or  supervision 
requirements  as  specified  in  the 
regulations  at  §§410.74  through  410.77. 
Clinical  psychologists  may  already 
provide  direct  supervision,  as  we 
mentioned  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68703  through  68704)  because  they, 
along  with  physicians  (as  defined  in 
section  1861(r)(l)  of  the  Act),  may  be 
responsible  for  the  care  of  a  hospital 
'  patient,  as  discussed  in  the  Medicare 
conditions  of  participation  for  hospitals 
in  §  482.12(c)  of  our  regulations.  We 
believe  that  allowing  certain 
nonphysician  practitioners  (nurse 
practitioners,  physician  assistants, 
clinical  nurse  specialists,  aird  certified 
nurse-midwives)  to  provide  direct 
supervision  of  certain  hospital , 
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outpatient  therapeutic  services  is 
appropriate  because,  even  though  these 
practitioners  are  not  physicians,  they 
are  recognized  in  statute  and  regulation 
as  providing  services  that  are  analogous 
to  physicians’  services.  Medicare  Part  B 
covers  the  professional  services  of 
clinical  psychologists,  nurse 
practitioners,  physician  assistants, 
clinical  nurse  specialists,  and  certified 
nurse-midwives  when  the  services 
would  be  covered  as  physicians’ 
services  if  furnished  by  a  physician  (a 
doctor  of  medicine  or  osteopathy,  as  set 
forth  in  section  1861{r){l)  of  the  Act). 

The  coverage  of  their  services  is 
described  in  §§  410.71(a),  410.74(a), 
410.75(a)  and  (c),  410.76(a)  and  (c),  and 
410.77(a),  respectively,  of  our 
regulations.  Medicare  also  makes 
payment  for  services  provided  incident 
to  the  services  of  these  nonphysician 
practitioners  as  specified  in 
§§410.71(a)(2)(iii),  410.74jb),  410.75(d), 
410.76(d),  and  410.77(c),  respectively. 

We  also  note  that  section  1861(r)  of 
the  Act  does  not  include  clinical 
psychologists,  nurse  practitioners, 
physician  assistants,  clinical  nurse 
specialists,  or  certified  nurse-midwives 
in  the  definition  of  a  physician. 

However,  as  previously  mentioned,  the 
conditions  of  participation  for  hospitals 
at  §  482.12(c)(l)(vi)  of  our  regulations  do 
include  clinical  psychologists  as 
practitioners  who  may  be  responsible 
for  the  care  of  Medicare  patients.  The 
conditions  of  participation  at 
§§482.12(c)(l)(i)  through  (c)(l)(vi) 
require  that  every  Medicare  hospital 
patient  be  under  the  care  of  a  doctor  of 
medicine  or  osteopathy,  a  doctor  of 
dental  surgery  or  dental  medicine,  a 
doctor  of  podiatric  medicine,  a  doctor  of 
optometry,  a  chiropractor,  or  a  clinical 
psychologist;  each  practicing  in 
accordance  with  the  Act,  Federal 
regulations,  and  State  law.  Further, 

§  482.12(c)(4)  of  our  regulations  requires 
that  a  doctor  of  medicine  or  osteopathy 
must  be  responsible  for  the  care  of  each 
Medicare  patient  with  respect  to  any 
medical  or  psychiatric  condition  that  is 
present  on  admission  or  develops 
during  hospitalization  emd  is  not 
specifically  within  the  scope  of  practice 
of  one  of  the  other  practitioners  listed  in 
§482.12(c)(l)(ii)  through  (c)(l)(vi).  Also, 
as  permitted  by  State  law,  certain 
nonphysician  practitioners  may  admit 
individuals  to  a  hospital  or  CAH  and 
order  and  provide  therapeutic  services 
to  them.  Since  1998,  we  have  allowed 
payment  for  the  professional  services  of 
these  nonphysician  practitioners  in 
addition  to  payment  for  physicians’ 
services  when  the  nonphysician 
practitioner’s  professional  services  are 


furnished  in  an  HOPD.  We  also  have 
made  outpatient  facility  payments  to  the 
hospital  for  those  facility  services 
provided  incident  to  the  professional 
services  of  these  nonphysician 
practitioners  (63  FR  58873).  In  addition, 
the  conditions  of  participation  for  CAHs 
at  §  485.631  require  that  a  doctor  of 
medicine  or  osteopathy,  a  nurse 
practitioner,  a  physician  assistant,  or  a 
clinical  nurse  specialist  is  available  to 
furnish  patient  care  services  at  all  times 
the  CAH  operates.  A  doctor  of  medicine 
or  osteopathy  must  be  present  for 
sufficient  periods  of  time  to  provide 
medical  direction,  medical  care 
services,  consultation  and  supervision 
as  described  in  the  conditions  of 
participation  and  must  be  available 
through  radio  or  telephone  contact  for 
assistance  with  medical  emergencies  or 
patient  referral. 

Taking  into  consideratipn  the  totality 
of  these  existing  conditions  and 
requirements,  we  are  proposing  to  revise 
§  410.27  of  the  regulations  to  make  clear 
that  Medicare  Part  B  payment  may  be 
made  for  hospital  outpatient  services 
and  supplies  furnished  incident  to  the 
services  of  a  physician,  clinical 
psychologist,  nurse  practitioner, 
physician  assistant,  clinical  nurse 
specialist,  or  certified  nurse-midwife 
service;  and  to  add  that,  effective 
January  1,  2010,  clinical  psychologists, 
nurse  practitioners,  physician  assistants, 
clinical  nurse  specialists,  or  certified 
nurse-midwives  may  provide  direct 
supervision  for  hospital  outpatient 
therapeutic  services  that  they  may 
perform  themselves  under  State  law  and 
within  their  scope  of  practice  and 
hospital-granted  privileges  in  the 
context  of  the  existing  requirements  in 
§§410.71,  410.74,  410.75,  410.76,  and 
410.77.  However,  we  note  that,  as 
discussed  in  section  XII. B. 4  of  this 
proposed  rule,  the  direct  supervision  of 
CR,  ICR,  and  PR  services  must  be 
furnished  by  a  doctor  of  medicine  or 
osteopathy,  as  specified  in  the  proposed 
coverage  policy  and  regulations  for  CR, 
ICR,  and  PR  services.  We  also  note  that 
Medicare  does  not  make  a  payment  to 
a  physician  under  the  MPFS  when  the 
physician  solely  provides  the  direct 
physician  supervision  of  hospital 
outpatient  therapeutic  services  but 
furnishes  no  direct  professional  services 
to  a  patient.  This  also  would  apply  to 
the  supervision  of  hospital  outpatient 
therapeutic  services  provided  by 
nonphysician  practitioners. 

We  also  note  that  we  are  not 
proposing  to  modify  requirements 
relating  to  physician  supervision  or 
collaboration  for  these  nonphysician 
practitioners.  In  regard  to  the 
supervision  of  physician  assistants. 


§410.74(a)(iv)  requires  that  physician 
assistants  perform  services  under  the 
general  supervision  of  a  physician.  We 
have  further  defined  this  general 
supervision  in  section  190(c)  of  chapter 
15  of  the  Medicare  Benefit  Policy 
Manual.  Section  190(c)  states  that  “the 
PA’s  physician  supervisor  (or  a 
physician  designated  by  the  supervising 
physician  or  employer  as  provided 
under  State  law  or  regulations)  is 
primarily  responsible  for  the  overall 
direction  and  management  of  the  PA’s 
professional  activities  and  for  assuring 
that  the  services  provided  are  medically 
appropriate  for  the  patient.  The 
physician  supervisor  (or  physician 
designee)  need  not  be  physically  present 
with  the  PA  when  a  service  is  being 
furnished  to  a  patient  and  may  be 
contacted  by  telephone,  if  necessary, 
unless  State  law  or  regulations  require 
otherwise.” 

The  requirements  for  collaboration  of 
nurse  practitioners  are  defined  in 
§  410.75(c)(3)  of  the  regulations  and 
section  200(D)  of  chapter  15  of  the 
Medicare  Benefit  Policy  Manual.  The 
requirements  for  clinical  nui'se 
specialists  are  located  in  §  410.76(c)(3) 
of  the  regulations  and  section  210(D)  of 
Chapter  15  of  the  Medicare  Benefit 
Policy  Manual.  These  sections  define 
collaboration  as  a  process  in  which  the 
nurse  practitioner  or  the  clinical  nurse 
specialist  works  with  one  or  more 
physicians  (doctors  or  medicine  or 
osteopathy)  to  deliver  health  care 
services  within  the  scope  of  the 
practitioner’s  expertise,  with  medical 
direction  and  appropriate  supervision  as 
required  by  the  law  of  the  State  in 
which  the  services  are  being  furnished. 
In  the  absence  of  more  stringent  State 
law  requirements  governing 
collaboration,  collaboration  is  to  be 
evidenced  by  the  nurse  practitioner  or 
the  clinical  nurse  specialist 
documenting  his  or  her  scope  of 
practice  and  indicating  the  relationships 
that  he  or  she  has  with  physicians  to 
deal  with  issues  outside  their  scope  of 
practice.  The  collaborating  physician 
does  not  need  to  be  present  with  the 
nurse  practitioner  or  clinical  nurse 
specialist  when  the  services  are 
furnished  or  to  make  an  independent 
evaluation  of  each  patient  who  is  seen 
by  the  nurse  practitioner  or  clinical 
nurse  specialist. 

Second,  for  CY  2010  we  qre  proposing 
to  refine  the  definition  of  direct 
supervision  of  hospital  outpatient 
therapeutic  services  for  those  services 
furnished  in  a  hospital  and  in  on- 
campus  PBDs  of  a  hospital.  For  services 
furnished  on  a  hospital’s  main  campus, 
we  are  proposing  that  direct  supervision 
means  that  the  supervisory  physician  or 
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nonphysician  practitioner  must  be 
present  on  the  same  campus,  in  the 
hospital  or  the  on-campus  PBD  of  the 
hospital  as  defined  in  §413.65,  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  We  are 
proposing  to  add  a  new  paragraph 
(aKlKivKA)  to  §410.27(a){l)(iv)(A)  to 
reflect  this  requirement.  We  also  are 
proposing  to  define  “in  the  hospital”  in 
new  paragraph  §  410.27(g)  as  meaning 
areas  in  the  main  building(s)  of  a 
hospital  that  are  under  the  ownership, 
financial,  and  administrative  control  of 
the  hospital;  that  are  operated  as  part  of 
the  hospital;  and  for  which  the  hospital 
bills  the  services  furnished  under  the 
hospital’s  CCN.  Therefore,  to  be  present 
in  the  hospital  or  the  on-campus  PBD  of 
the  hospital  and  immediately  available 
requires  that  the  physician  or 
nonphysician  practitioner  must  be 
physically  present  in  areas  on  the 
campus  of  the  hospital  that  are  part  of 
the  hospital,  including  on-campus 
PBDs,  that  are  operated  by  the  hospital, 
and  where  services  furnished  in  those 
areas  are  billed  under  the  hospital’s 
CCN.  The  supervisory  physician  or 
nonphysician  practitioner  of  the 
hospital’s  outpatient  therapeutic 
services  may  not  be  located  in  any  other 
entity,  such  as  a  physician’s  office, 

IDTF,  co-located  hospital,  or  hospital- 
operated  provider  or  supplier  such  as  a 
skilled  nursing  facility  (SNF),  end  stage 
renal  disease  (ESRD)  facility,  or  home 
health  agency  (HHA),  or  any  other 
nonhospital  space  that  may  be  co¬ 
located  on  the  hospital’s  campus,  as 
“hospital  campus”  is  defined  in 
§  413.65(a)(2)  of  the  regulations. 

While  we  have  not  previously 
specified  in  policy  guidance  a  definition 
for  the  term  “immediately  available” 
with  respect  to  services  provided  in 
areas  of  the  hospital  on  its  main  campus 
that  are  not  PBDs,  we  believe  that  the 
existing  definitions  of  direct  supervision 
in  §§  410.27(f)  and  410.32(b)(3)(ii)  that 
apply  to  PBDs  and  physician  office 
settings  indicate  that  the  physician  must 
be  physically  present  in  order  to 
provide  direct  supervision  of  services. 
With  regard  to  services  provided  in 
PBDs  of  hospitals  or  physicians’  offices, 
these  regulations  specify  that  the 
physician  must  be  present  in  the  PBD  or 
in  the  office  suite,  respectively.  Thus, 
we  have  previously  established  that 
direct  supervision  requires  immediate 
physical  presence.  While  we  also  have 
not  specifically  defined  the  word 
“immediate”  for  direct  supervision  in 
terms  of  time  or  distance,  the  general 
definition  of  the  word  means  “without 
interval  of  time.”  Therefore,  the 


supervisory  physician  or  nonphysician 
practitioner  could  not  be  immediately 
available  while,  for  example,  performing 
another  procedure  or  service  that  he  or 
she  could  not  interrupt.  In  addition,  we 
understand  that  advances  in  medical 
technology,  changes  in  the  patterns  of 
health  care  delivery,  and  changes  in  the 
organizational  structure  of  hospitals 
have  led  to  the  development  of 
extensive  hospital  campuses,  sometimes 
spanning  several  city  blocks.  However, 
in  the  context  of  direct  physician  or 
nonphysician  practitioner  supervision, 
we  believe  that  it  would  be  neither 
appropriate  nor  “immediate”  for  the 
supervisory  physician  or  nonphysician 
practitioner  to  be  so  physically  far  away 
on  the  main  campus  from  the  location 
where  hospital  outpatient  services  are 
being  furnished  that  he  or  she  could  not 
intervene  right  away.  As  we  stated  in 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68703),  if  there 
were  problems  with  outpatient  care  in  a 
hospital  or  in  an  on-campus  PBD  where 
the  requirement  for  direct  supervision 
was  not  met,  we  would  consider  that  to 
be  a  quality  concern.  Appropriate 
supervision  is  a  key  aspect  of  the 
delivery  of  safe  and  high  quality 
hospital  outpatient  services  that  are 
paid  under  Medicare. 

In  addition,  the  definition  of  direct 
supervision  in  existing  §  410.27(f)  has 
included  and  would  continue  to  specify 
under  our  CY  2010  proposal  that  the 
physician  or  nonphysician  practitioner 
must  be  available  to  furnish  assistance 
and  direction  throughout  the 
performance  of  the  procedure.  This 
means  that  the  physician  or 
nonphysician  practitioner  must  be 
prepared  to  step  in  and  perform  the 
service,  not  just  to  respond  to  an 
emergency.  This  includes  the  ability  to 
take  over  performance  of  a  procedure 
and,  as  appropriate  to  both  the 
supervisory  physician  or  nonphysician 
practitioner  and  the  patient,  to  change  a 
procedure  or  the  course  of  treatment 
being  provided  to  a  particular  patient. 
We  originally  stated  in  the  April  2000 
OPPS  final  rule  (65  FR  18525)  that  the 
physician  does  not  “necessarily  need  to 
be  of  the  same  specialty  as  the 
procedure  or  service  that  is  being 
performed.”  We  also  have  stated  in 
manual  guidance  that  hospital  medical 
staff  that  supervises  the  services  “need 
not  be  in  the  same  department  as  the 
ordering  physician”  (section  20.5.1  of 
chapter  6  of  the  Medicare  Benefits 
Policy  Manual).  However,  in  order  to 
furnish  appropriete  assistance  and 
direction  for  any  given  service  or 
procedure,  we  believe  the  supervisory 
physician  or  nonphysician  practitioner 


must  have,  within  his  or  her  State  scope 
of  practice  and  hospital-granted 
privileges,  the  ability  to  perform  the 
service  or  procedure. 

We  are  proposing  no  significant 
changes  to  the  definition  or 
requirements  for  direct  supervision  in 
off-campus  PBDs  of  the  hospital  other 
than  to  allow  nonphysician 
practitioners  to  provide  direct 
supervision  in  these  PBDs  for  the 
services  that  these  practitioners  may 
perform.  With  respect  to  off-campus 
PBDs  of  hospitals,  direct  supervision 
will  continue  to  mean  that  the  physician 
or  nonphysician  practitioner  must  be  in 
the  off-campus  PBD  and  immediately 
available  to  furnish  assistance  and 
direction  throughout  the  performance  of 
the  procedure.  We  are  proposing  to 
revise  existing  §  410.27(f)  by 
redesignating  it  as  §410.27(a)(l)(iv)(B) 
and  making  a  technical  change  to  clarify 
the  current  language  by  removing 
“present  and  on  the  premises  of  the 
location”  and  replacing  it  with  “present 
in  the  off-campus  provider-based 
department.”  While  the  meaning  of  this 
provision  is  the  same,  we  believe  this 
proposed  modification  to  the  language 
defining  direct  supervision  is  more 
consistent  with  the  language  of  the  other 
proposed  changes  to  §  410.27.  As  we 
clarified  in  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR 
68704),  the  supervisory  physician  for 
hospital  outpatient  therapeutic  services 
must  be  in  each  PBD  of  a  particular  off- 
campus  remote  location,  but  that  does 
not  mean  that  the  physician  must  be  in 
the  room  when  the  procedure  is 
performed.  In  the  April  2000  OPPS  final 
rule  (65  FR  18525),  we  responded  to 
public  commenters  who  asserted  that 
requiring  a  physician  to  be  onsite  at  a 
PBD  throughout  the  performance  of  all 
“incident  to”  (therapeutic)  services 
would  be  burdensome  and  costly  for 
hospitals  where  there  are  a  limited 
number  of  physicians  available  to 
provide  coverage,  particularly  in  rural 
settings.  We  disagreed  then  that  the 
supervision  requirement  was 
unnecessary  and  burdensome  because 
hospitals,  prior  to  2000,  were  already 
required  to  “meet  a  direct  supervision  of 
‘incident  to’  services  requirement  that  is 
unrelated  to  the  provider-based  rules. 
That  is,  we  require  that  hospital  services 
and  supplies  furnished  to  outpatients 
that  are  incident  to  physician  services 
be  furnished  on  a  physician’s  order  by 
hospital  personnel  and  under  a 
physician’s  supervision”  (section  3112.4 
of  the  Medicare  Intermediary  Manual). 

In  addition,  when  we  discussed  the 
“assumption”  or  expectation  that  the 
physician  supervision  requirement  is 
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met  on  the  hospital’s  main  campus  in 
the  April  2000  OPPS  final  rule  (65  FR 
18525),  we  specifically  did  not  extend 
that  assumption  to  off-campus 
departments  of  the  hospital.  We 
continue  to  believe  that  it  would  be 
inappropriate  to  allow  one  physician  or 
nonphysician  practitioner  to  supervise 
all  services  being  provided  in  all  PBDs 
at  a  particular  off-campus  remote 
location.  Since  first  allowing  off-campus 
sites  to  be  considered  PBDs  of  hospitals, 
we  have  placed  particular  emphasis  on 
ensuring  the  quality  and  safety  of  the 
services  provided  in  these  locations, 
which  can  be  many  miles  from  the  main 
hospital  campus,  through  both 
additional  provider-based  requirements 
in  §  413.65(e)  and  our  emphasis  on 
direct  physician  supervision  under 
§  410.27(f).  In  addition,  because  the 
physician  or  nonphysician  practitioner 
must  be  immediately  available  and 
have,  within  his  or  her  State  scope  of 
practice  and  hospital-granted  privileges, 
the  ability  to  perform  the  services  being 
supervised,  we  believe  it  would  be 
highly  unlikely  that  one  physician  or 
nonphysician  practitioner  would  be 
both  immediately  available  at  all  times 
that  therapeutic  services  are  being 
provided  and  would  have  the 
knowledge  and  ability  to  adequately 
supervise  all  services  being  performed 
at  once  in  multiple  off-campus  PBDs. 

To  reflect  these  proposed  changes  for 
the  provision  of  direct  supervision  of 
therapeutic  services  provided  to 
hospital  outpatients  in  our  regulations, 
we  are  proposing  to  revise  the  language 
of  the  existing  §  410.27(f)  and 
redesignate  it  as  a  new  paragraph 
(a)(l)(iv)  of  §410.27  to  specify  that 
direct  physician  or  nonphysician 
practitioner  supervision  of  hospital 
outpatient  therapeutic  services  is 
required  for  Medicare  Part  B  payment. 
We  are  proposing  to  add  a  new 
paragraph  (a)(l)(iv)(A)  to  §410.27  to 
state  that,  for  services  provided  on  the 
hospital’s  main  campus,  direct 
supervision  means  that  the  physician  or 
nonphysician  practitioner  must  be 
present  on  the  same  campus,  in  the 
hospital  or  on-campus  PBD  of  the 
hospital,  as  defined  in  §  413.65,  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  It  does 
not  mean  that  the  physician  or 
nonphysician  practitioner  must  be  in 
the  room  when  the  procedure  is 
performed.  We  also  are  proposing  to  add 
new  paragraph  (a)(l)(iv)(B)  to  §410.27 
to  reflect  that,  for  off-campus  PBDs  of 
hospitals,  the  physician  or 
nonphysician  practitioner  must  be 
present  in  the  off-campus  PBD,  as 


defined  in  §413.65,  and  immediately 
available  to  furnish  assistance  and 
direction  throughout  the  performance  of 
the  procedure.  It  does  not  mean  that  the 
physician  or  nonphysician  practitioner 
must  be  in  the  room  when  the 
procedure  is  performed.  As  we  stated 
previously,  the  proposed  language  of 
paragraph  (a)(l)(iv)(B)  is  similar  to 
existing  §  410.27(f)  that  we  are 
proposing  to  revise  and  redesignate. 
Furtherinore,  we  are  proposing  to  make 
a  technical  change  to  clarify  the 
language  in  this  paragraph  to  remove 
“present  and  on  tlie  premises  of  the 
location”  and  replace  it  with  “present  in 
the  off-campus  provider-based 
department.”  Also,  as  discussed  above 
in  section  XII. B. 4  of  this  proposed  rule 
and  as  proposed  in  the  CY  2010  MPFS 
proposed  rule,  the  direct  supervision  of 
CR,  ICR,  and  PR  services  must  be 
furnished  by  a  doctor  of  medicine  or 
osteopathy,  as  specified  in  proposed 
§§410.47  and  410.49,  respectively.  We 
are  proposing  to  include  this  exception 
in  proposed  paragraphs  (a)(l)(iv)(A)  and 
(a)(l)(iv)(B)  in  §410.27.  In  addition,  we 
are  proposing  to  add  a  new  paragraph  (f) 
to  §410.27  to  define  a  nonphysician 
practitioner  for  purposes  of  §'410.27  as 
a  clinical  psychologist,  a  physician 
assistant,  a  nurse  practitioner,  a  clinical 
nurse  specialist,  or  a  certified  nurse- 
midwife.  Proposed  new 
§410.27(a)(l)(iv)  would  provide  that 
these  nonphysician  practitioners  may 
directly  supervise  services  that  they 
could  furnish  themselves  in  accordance 
with  State  law  and  within  their  scope  of 
practice  and  hospital-granted  privileges, 
as  long  as  all  requirements  for  coverage, 
including  the  physician  supervision  or 
collaboration  for  these  nonphysician 
practitioners,  are  met  in  accordance 
with  §§410.71,  410.74,  410.75,  410.76, 
and  410.77,  respectively.  We  also  are 
proposing  to  define  “in  the  hospital”  in 
new  paragraph  §  410.27(g)  to  mean  areas 
in  the  main  building(s)  of  the  hospital 
that  are  under  the  ownership,  financial, 
and  administrative  control  of  the 
hospital;  that  are  operated  as  part  of  the 
hospital;  and  for  which  the  hospital 
bills  the  services  furnished  under  the 
hospital’s  CCN.  Finally,  we  are 
proposing  to  make  a  technical 
correction  to  the  title  of  §  410.27  to  read, 
“Outpatient  hospital  or  CAH  services 
and  supplies  incident  to  a  physician 
service:  Conditions”  to  clarify  in  the 
title  that  the  requirements  for  payment 
of  hospital  outpatient  therapeutic 
services  incident  to  a  physician  or 
nonphysician  practitioner  service  in 
that  section  apply  to  both  hospitals  and 
CAHs.  Similarly,  we  are  proposing  to 
include  the  phrase  “hospital  or  CAH” 


throughout  the  text  of  §410.27  wherever 
the  text  currently  refers  just  to 
“hospital.”  The  omission  of  the  term 
“CAH”  from  §410.27  was  a  drafting 
oversight.  However,  we  have  applied 
the  requirements  of  §  410.27,  including 
“incident  to”  requirements  such  as  the 
site-of-service  requirement  and 
physician  supervision  as  well  as  other 
hospital  policies,  such  as  the  bundling 
rules,  to  CAHs,  just  as  we  have  in  42 
CFR  Part  409  (Subparts  A  through  D  and 
F  through  H)  and  §410.28  and  §413.65 
of  the  regulations  where  CAHs  are 
explicitly  mentioned. 

4.  Proposed  Policies  for  Direct 
Supervision  of  Hospital  and  CAH 
Outpatient  Diagnostic  Services 

As  we  discussed  in  detail  in  section 
XII.D.l.  of  this  proposed  rule,  with 
respect  to  the  physician  supervision 
requirements  for  individual  diagnostic 
tests,  we  have  continued  since  the  April 
2000  OPPS  final  rule  discussion  (65  FR 
18526)  to  instruct  hospitals  that,  for 
diagnostic  services  furnished  in  PBDs  of 
hospitals,  hospitals  should  follow  the 
supervision  requirements  for  individual 
diagnostic  tests  as  listed  in  the  MPFS 
Relative  Value  File.  For  diagnostic 
services  not  listed  in  the  MPFS  file. 
Medicare  contractors,  in  consultation 
with  their  medical  directors,  define 
appropriate  supervision  levels  in  order 
to  determine  whether  claims  for  these 
services  are  reasonable  and  necessary. 

To  further  specify  the  supervision 
policy  across  service  settings  and  to 
provide  consistency  for  all  hospital 
outpatient  diagnostic  services,  for  CY 
2010  we  are  proposing  to  require  that  all 
hospital  outpatient  diagnostic  services 
that  are  provided  directly  or  under 
arrangement,  whether  provided  in  the 
main  buildings  of  the  hospital,  in  a  PBD, 
or  at  a  nonhospital  location,  follow  the 
physician  supervision  requirements  for 
individual  tests  as  listed  in  the  MPFS 
Relative  Value  File.  We  also  are 
proposing  that  the  definitions  of 
general,  direct,  and  personal 
supervision  as  defined  in  §§  410.32(b)(3) 
(i)  through  (b)(3)(iii)  would  also  apply. 

In  the  case  of  direct  supervision  of 
diagnostic  services  furnished  directly  by 
the  hospital  or  under  arrangement  in  the 
main  hospital  buildings  or  on-campus 
in  a  PBD,  we  are  proposing  that  the 
definition  of  direct  supervision  would 
be  the  same  as  the  definition  we  are 
proposing  for  therapeutic  services 
provided  on-campus  as  discussed  in 
section  XII. D. 3.  of  this  proposed  rule, 
meaning  that  the  physician  would  be 
present  on  the  same  campus,  in  the 
hospital  or  the  on-campus  PBD  of  the 
hospital,  as  defined  in  §413.65,  and 
immediately  available  to  furnish 
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assistance  and  direction  throughout  the 
performance  of  the  procedure.  In 
addition,  the  definition  of  “in  the 
hospital”  as  defined  in  proposed 
§  410.27(g),  discussed  above,  would 
apply.  This  means  that  the  supervisory 
physician  may  not  be  located  in  any 
entity  such  as  a  physician’s  office,  co¬ 
located  hospital,  IDTF,  or  hospital- 
operated  provider  or  supplier  such  as  a 
SNF,  ESRD  facility,  or  HHA,  or  any 
other  nonhospital  space  that  may  be  co¬ 
located  on  the  hospital’s  campus,  as 
campus  is  defined  in  §  413.65(a)(2). 

Similarly,  in  the  case  of  direct 
physician  supervision  of  diagnostic  ' 
services  furnished  directly  or  under 
arrangement  in  an  off-campus  PBD,  we 
are  proposing  that  the  definition  of 
direct  supervision  would  be  the  same  as 
the  current  definition  for  therapeutic 
services  provided  in  an  off-campus  PBD 
as  discussed  in  section  XII.D.3.  of  this 
proposed  rule,  meaning  the  physician 
must  be  present  in  the  off-campus  PBD, 
as  defined  in  §413.65  and  immediately 
available  to  furnish  assistance  and 
direction  throughout  the  performance  of 
the  procedure.  As  we  discussed  in  the 
April  2000  OPPS  final  rule  (65  FR  18524 
through  18525)  and  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68702  through  68704),  we  have  long 
made  the  analogy  of  the  PBD  to  the 
physician’s  office  suite,  as  described  in 
the  definition  of  direct  supervision  in 
§410.32(b)(3)(ii). 

In  addition  to  providing  diagnostic 
services  directly  or  under  arrangement 
in  the  hospital,  including  provider- 
based  departments  of  tbe  hospital,  a 
hospital  may  also  send  its  outpatients  to 
another  entity,  such  as  an  IDTF,  to 
furnish  these  services  under 
arrangement  for  the  hospital.  For 
example,  in  the  April  2000  OPPS  final 
rule  (65  FR  185440  through  185441),  in 
a  discussion  of  the  hospital  bundling 
rules,  we  discussed  that  an  entity,  like 
an  IDTF,  may  be  located  in  the  main 
buildings  of  a  hospital  or  on  the  hospital 
campus  but  operated  independently  of 
the  hospital.  In  addition,  these 
suppliers,  providers,  or  other  entities 
may  be  located  elsewhere,  not  on 
hospital’s  main  campus  or  other 
hospital  property.  These  entities,  like 
IDTFs  and  physicians’  offices,  may 
provide  services  to  their  own  patients 
(not  hospital  outpatients)  and  to 
hospital  outpatients  under  arrangements 
with  the  hospital.  They  follow  the 
physician  supervision  requirements  of 
the  MPFS  and  §410.32  when  providing 
services  to  Medicare  beneficiaries  who 
are  not  hospital  outpatients.  For 
consistency,  we  are  proposing  for  CY 
2010  that  all  diagnostic  services 
provided  to  hospital  outpatients  under 


arrangement  in  nonhospital  entities, 
whether  those  entities  are  located  on  the 
main  campus  of  the  hospital  or 
elsewhere,  would  also  follow  the 
requirements  as  described  in 
§410.32(b)(3)(i)  through  (iii).  When 
hospitals  contract  with  other  entities  to 
provide  services  under  arrangement,  the 
hospital  must  exercise  professional 
responsibility  over  the  arrangement  for 
services,  in  accordance  with  the 
guidance  provided  in  the  section  10.3  of 
chapter  5  of  the  Medicare  General 
Information,  Eligibility  and  Entitlement 
Manual  (Pub  100-1).  This  means  that 
for  the  hospital  to  receive  payment,  it  is 
responsible  for  ensuring  that  all 
applicable  requirements  in  §§410.28 
and  410.32  are  met.  In  the  case  of 
hospital  outpatient  diagnostic  services 
provided  under  arrangement  at 
nonhospital  locations,  such  as  IDTFs, 
we  believe  that  the  term  “office  suite” 
used  in  §410.32(b)(3)(ii)  is  directly 
applicable  because  these  facilities 
usually  also  provide  diagnostic  services 
to  their  own  patients  and,  therefore, 
would  be  able  to  apply  the  direct 
supervision  requirement  in 
§410.32(b)(3)(ii)  without  further 
definition. 

Physician  assistants,  nurse 
practitioners,  clinical  nurse  specialists, 
and  certified  nurse-midwives  who 
operate  within  the  scope  practice  under 
State  law  may  order  and  perform 
diagnostic  tests,  as  discussed  in 
§  410.32(a)(3)  and  corresponding 
manual  guidance  in  section  80  of 
chapter  1 5  of  the  Medicare  Benefit 
Policy  Manual.  However,  this  manual 
guidance  and  the  regulation  at 
§  410.32(b)(1)  also  state  that  diagnostic 
x-ray  and  other  diagnostic  tests  must  be 
furnished  under  the  appropriate  level  of 
supervision  by  a  physician  as  defined  in 
section  1861(r)  of  the  Act.  Thus, 
“physician  assistants,  nurse  practitioners, 
clinical  nurse  specialists,  and  certified 
nurse-midwives  may  not  function  as 
supervisory  physicians  for  the  purposes 
of  diagnostic  tests.  In  keeping  with  these 
existing  requirements,  we  are  not 
proposing  to  allow  physician  assistants, 
nurse  practitioners,  clinical  nurse 
specialists,  and  certified  nurse- 
midwives  to  provide  the  supervision  of 
diagnostic  tests  provided  to  hospital 
outpatients.  Clinical  psychologists  may 
supervise  only  diagnostic  psychological 
and  neuropsychological  testing  services 
as  described  in  an  exception  to  the  basic 
rule  at  §410.32(b)(2)(iii)  for  diagnostic 
psychological  and  neuropsychological 
testing  services,  when  these  services  are 
personally  furnished  by  a  clinical 
psychologist  or  an  independently 
practicing  psychologist  or  when  they  are 


furnished  under  the  general  supervision 
of  a  physician  or  clinical  psychologist. 

To  reflect  these  proposed  changes  for 
the  provision  of  direct  supervision  of 
diagnostic  services  provided  to  hospital 
outpatients  in  the  regulations,  we  are 
proposing  to  revise  existing  §  410.28(e). 
First,  we  are  proposing  to  specify  that 
the  provisions  of  proposed  revised 
paragraph  (e)  apply  to  diagnostic 
services  furnisbed  by  the  hospital, 
directly  or  under  arrangement, 
consistent  with  our  proposal  to  apply 
the  existing  diagnostic  services 
supervision  requirement  for  PBDs  to 
diagnostic  services  provided  directly  by 
the  hospital  or  under  arrangement.  We 
would  continue  to  specify  that  the 
definitions  of  general  and  personal 
physician  supervision  included  in 
§410.32(b)(3)(i)  and  (b)(3)(iii)  apply  to 
these  levels  of  supervision  of  hospital 
outpatient  diagnostic  services. 
Furthermore,  we  are  proposing  to  add 
new  paragraph  (e)(1)  to  §410.28  to 
indicate  that,  for  services  furnished 
directly  or  under  arrangement,  in  the 
hospital  or  in  an  on-campus  department 
of  a  provider,  as  defined  in  §413.65, 
direct  supervision  means  that  the 
physician  must  be  present  on  the  same 
campus,  in  the  hospital  or  PBD  of  the. 
hospital  as  defined  in  §  413.65,  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  We  also 
would  continue  to  provide  that  direct 
supervision  does  not  mean  that  the 
physician  must  be  in  the  room  when  the 
procedure  is  performed.  As  discussed 
above,  we  would  apply  the  definition  of 
“in  the  hospital”  as  proposed  in 
§  410.27(g)  of  the  regulations.  In 
addition,  we  are  proposing  to  add  new 
paragraph  (e)(2)  to  §410.28  to  reflect 
that,  for  the  direct  physician 
supervision  of  diagnostic  services 
furnished  directly  or  under  arrangement 
in  off-campus  PBDs  of  hospitals,  the 
physician  must  present' in  the  off- 
campus  PBD,  as  defined  in  §413.65,  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  We 
would  continue  to  provide  that  direct 
supervision  does  not  mean  that  the 
physician  must  be  in  the  room  when  the 
procedure  is  performed.  Finally,  we  are 
proposing  to  add  new  paragraph  (e)(3) 
to  specify  that  for  the  direct  supervision 
of  hospital  outpatient  services  provided 
under  arrangement  in  physicians’ 
offices  and  other  nonhospital  locations, 
the  definition  of  direct  supervision  in 
§410.32(b)(3)(ii)  applies. 
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5.  Summary  of  CY  2010  Physician 
Supervision  Proposals 
In  summary,  for  CY  2010,  we  are 
proposing  that  nonphysician 
practitioners,  defined  for  the  purpose  of 
§  410.27  of  the  regulations  as  clinical 
psychologists,  physician  assistants, 
muse  practitioners,  clinical  nurse 
specialists,  and  certified  nurse- 
mid  wives,  may  directly  supervise  all 
hospital  outpatient  therapeutic  services 
that  they  may  perform  themselves 
within  their  State  scope  of  practice  and 
hospital-granted  privileges,- provided 
that  they  meet  all  additional 
requirements,  including  any 
collaboration  or  supervision 
requirements  as  specified  in  §§410.71, 
410.74,  410.75,  410.76,  and  410.77. 
However,  nonphysician  practitioners 
may  not  provide  the  direct  supervision 
of  CR,  ICR,  and  PR  services,  since  we 
have  also  proposed  in  the  CY  2010 
MPFS  proposed  rule  that  the  direct 
supervision  of  CR,  ICR,  and  PR  services 
must  be  furnished  by  a  doctor  of 
medicine  or  osteopathy,  as  specified  in 
proposed  §§410.47  and  410.49, 
respectively.  We  also  are  proposing  to 
refine  the  definition  of  the  direct 
supervision  of  hospital  outpatient 
therapeutic  services  for  those  services 
provided  in  the  hospital  and  in  an  on- 
campus  PBD  of  the  hospital.  For 
services  provided  in  the  hospital  and  in 
an  on-campus  PBD  of  the  hospital, 
direct  supervision  would  mean  that  the 
physician  or  nonphysician  practitioner 
must  be  present  on  the  same  campus,  in 
the  hospital  or  the  on-campus  PBD  of 
the  hospital  or  CAH,  as  defined  in 
§413.65,  and  immediately  available  to 
furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  We  also  are  proposing  to 
define  “in  the  hospital”  in  new 
paragraph  §  410.27(g)  to  mean  areas  in 
the  main  building{s)  of  a  hospital  or 
CAH  that  are  under  the  ownership, 
financial,  and  administrative  control  of 
the  hospital  or  CAH;  that  are  operated 
as  part  of  the  hospital  or  CAH;  and  for 
which  the  hospital  or  CAH  bills  the 
services  furnished  under  the  hospital’s 
or  CAH’s  CCN.  We  are  proposing  no 
significant  change  to  the  definition  or 
requirements  for  direct  supervision  of 
hospital  outpatient  therapeutic  services 
provided  in  off-campus  PBDs  of  a 
hospital  or  CAH  other  than  to  allow 
nonphysician  practitioners  to  provide 
direct  supervision  for  the  services  that 
they  may  perform  in  those  locations. 

For  CY  2010,  we  are  proposing  to 
require  that  all  hospital  outpatient 
diagnostic  services  provided  directly  or 
under  arrangement,  whether  provided 
in  the  hospital,  in  a  PBD,  or  at  a 


nonhospital  location,  follow  the 
physician  supervision  requirements  for 
individual  tests  as  listed  in  the  MPFS 
Relative  Value  File.  The  existing 
definitions  of  general  and  personal 
supervision  as  defined  in 
§410.32(b)(3)(i)  and  (iii)  would  also 
apply.  For  services  furnished  directly  or 
under  arrangement  in  the  hospital  or  on- 
campus  PBD»  direct  supervision  would 
mean  that  the  physician  must  be  present 
on  the  same  campus,  in  the  hospital  or 
on-campus  PBD  of  the  hospital,  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.*  For  this 
purpose,  the  definition  of  “in  the 
hospital”,  as  proposed  in  §  410.27(g), 
would  apply.  For  diagnostic  services 
furnished  directly  or  under  arrangement 
off-campus  in  a  PBD  of  the  hospital, 
direct  supervision  would  mean  that  the 
physician  must  be  present  in  the  off- 
campus  PBD  and  immediately  available 
to  furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedures.  For  all  hospital  outpatient 
diagnostic  services  provided  under 
arrangement  in  nonhospital  locations, 
such  as  IDTFs  and  physicians’  offices, 
the  existing  definition  of  direct 
supervision  §410.32(b)(3)(ii)  would 
apply.  We  are  proposing  to  revise 
§§410.27  and  410.28  of  the  regulations 
to  reflect  these  changes  as  discussed 
under  sections  XII.D.3.  and  4.  of  this 
proposed  rule. 

E.  Direct  Referral  for  Observation 
Services 

Since  CY  2003,  hospitals  have 
reported  a  Level  II  HCPCS  code  for 
Medicare  billing  purposes  for  a  “direct 
admission”  to  a  hospital  for  outpatient 
observation  services.  In  section  290  of 
Chapter  4  of  the  Medicare  Claims 
Processing  Manual  (Publication  100-4), 
we  define  a  “direct  admission”  as  the 
direct  referral  of  a  patient  by  a 
community  physician  to  a  hospital  for 
observation  services  without  an 
associated  emergency  room  visit, 
hospital  outpatient  clinic  visit,  critical 
care  service,  or  hospital  outpatient 
surgical  procedure  (that  is,  a  status 
indicator  “T”  procedure)  on  the  day  of 
the  initiation  of  observatidii. services. 
Since  CY  2006,  we  have  instructed 
hospitals  to  report  a  “direct  admission” 
referred  for  observation  services  using 
HCPCS  code  G0379  (Direct  admission  of 
patient  for  hospital  observation  care)  (70 
FR  68688  through  68691). 

Observation  care  is  a  hospital 
outpatient  service  that  is  reported  using 
HCPCS  code  G0378  (Hospital 
observation  services,  per  hour). 
Hospitals  report  outpatient  observation 
services,  which  are  commonly  provided 


in  association  with  a  hospital  clinic 
visit,  emergency  department  visit,  or 
other  major  service,  on  hospital 
outpatient  claims,  just  like  other 
outpatient  services.  Physicians  order 
observation  care,  defined  as  clinically 
appropriate  services,  including  ongoing 
short-term  treatment,  assessment,  and 
reassessment  furnished  in  order  for  the 
physician  to  determine  whether  the 
beneficiary  will  require  further 
treatment  as  an  inpatient  or  whether  the 
beneficiary  may  be  safely  discharged 
from  the  hospital. 

We  have  become  aware  that,  because 
*  the  word  “admission”  is  generally  used 
in  reference  to  inpatient  hospital  care, 
our  historical  use  of  the  phrase  “direct 
admission”  in  the  code  descriptor  for 
HCPCS  code  G0379  and  the  use  of  the 
phrase  “observation  status”  in  the 
Medicare  Claims  Processing  Manual 
(Chapter  4,  section  290)  and  the 
Medicare  Benefit  Policy  Manual 
(Chapter  6,  section  20)  may  be 
contributing  to  confusion  for  hospitals 
and  beneficiaries  related  to  a 
beneficiary’s  status  as  an  inpatient  or  an 
outpatient  when  he  or  she  is  receiving 
observation  services.  For  Medicare 
payment  purposes,  there  is  no  patient 
status  termed  “observation  status.” 
Hospitals  may  only  bill  for  items  and 
services  furnished  to  inpatients, 
outpatients,  or  nonpatients.  We  believe 
that  using  terminology  such  as 
“observation  status”  or  “admission  to 
observation”  may  be  confusing  for 
physicians,  hospitals,  and  beneficiaries. 
Therefore,  for  CY  2010,  we  are 
proposing  to  modify  the  code  descriptor 
for  HCPCS  code  G0379  to  remove  the 
reference  to  the  word  “admission”  and 
to  replace  it  with  “referral.”  The 
proposed  long  code  descriptor  for 
HCPCS  code  G0379  would  be  “Direct 
referral  for  hospital  observation  care.” 
We  are  proposing  this  change  to  more 
accurately  reflect  that  the  physician  in 
the  community  has  referred  the 
beneficiary  to  the  hospital  for 
observation  services  as  a  hospital 
outpatient.  In  addition  to  the  proposed 
CY  2010  change  to  the  code  descriptor 
for  HCPCS  code  G0379  in  this  proposed 
rule,  we  plan  to  modify  the  Medicare 
Claims  Processing  Manual  and  the 
Medicare  Benefit  Policy  Manual  to 
remove  references  related  to 
“admission”  for  observation  services  or 
“observation  status.”  We  are  not 
proposing  to  change  the  status  indicator 
or  payment  methodology  for  HCPCS 
code  G0379  for  CY  2010.  Instead,  we  are 
proposing  to  continue  the  payment 
policy  that  was  finalized  for  the  CY 
2009  OPPS  (73  FR  68554).  HCPCS  code 
G0379  is  assigned  status  indicator  “Q3,” 
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indicating  that  it  is  eligible  for  payment 
through  APC  8002  (Level  I  Extended 
Assessment  &  Management  Composite) 
when  certain  criteria  are  met  or  through. 
APC  0604  (Level  I  Hospital  Clinic 
Visits)  when  other  criteria  are  met; 
otherwise,  its  payment  is  packaged  into 
payment  for  other  separately  payable 
services  in  the  same  encounter.  The 
criteria  for  payment  of  HCPCS  code 
G0.379  under  either  composite  APC 
8002,  as  part  of  the  extended  assessment 
and  management  composite  service,  or 
APC  0604,  as  a  separately  payable 
individual  service  are:  (1)  both  HCPCS 
codes  G0378  and  G0379  are  reported 
with  the  same  date  of  service;  and  (2)  no 
service  with  a  status  indicator  of  “T”  or 
“V”  or  Critical  Care  (APC  0617)  is 
provided  on  the  same  date  of  service  as 


HCPCS  code  G0379.  If  either  of  the 
above  criteria  is  not  met,  HCPCS  code 
G0379  is  assigned  status  indicator  “N” 
and  its  payment  is  packaged  into  the 
payment  for  other  separately  payable 
services  provided  in  the  same 
encounter. 

XIII.  Proposed  OPPS  Payment  Status 
and  Comment  Indicators 

A.  Proposed  OPPS  Payment  Status 
Indicator  Definitions 

The  OPPS  payment  status  indicators 
(Sis)  that  we  assign  to  HCPCS  codes  and 
APCs  play  an  important  role  in 
determining  payment  for  services  under 
the  OPPS.  They  indicate  whether  a 
service  represented  by  a  HCPCS  code  is 
payable  under  the  OPPS  or  another 
payment  system  and  also  whether 


particular  OPPS  policies  apply  to  the 
code.  Our  CY  2010  proposed  status 
indicator  assignments  for  APCs  and 
HCPCS  codes  are  shown  in  Addendum 
A  and  Addendum  B,  respectively,  to 
this  proposed  rule.  For  CY2010,  we  are 
only  proposing  to  change  the  definitions 
of  status  indicators  “H”  and  “K.”  We 
are  not  proposing  any  changes  to  the 
other  status  indicators  that  were  listed 
in  Addendum  Dl  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period. 
These  status  indicators  are  listed  in  the 
tables  under  sections  XIIl.A.l.,  2.,  3., 
and  4.  of  this  proposed  rule. 

1.  Proposed  Payment  Status  Indicators 
To  Designate  Services  That  Are  Paid 
Under  the  OPPS 

BILLING  CODE  412O-01-P 
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Indicator  Item/Code/Service 


Pass-Through  Drugs  eind 
Biologicals 


Pass-Through  Device  - 
Categories 


Nonpass-Through  Drugs 
and  Nonimplantable 
Biologicals,  including 
Therapeutic 
Radiopharmaceuticals 


Items  and  Services 
Packaged  into  APC  Rates 


Partial  Hospitalization 


Q1  STVX-Packaged  Codes 


Q2  I  T-Packaged  Codes 


OPPS  Payment  Status 


Paid  under  OPPS;  separate  APC 
payment. 


Separate  cost-based  pass-through 
payment;  not  subject  to  copayment. 


Paid  under  OPPS;  separate  APC 
payment. 


Paid  imder  OPPS;  payment  is  packaged 
into  payment  for  other  services. 
Therefore,  there  is  no  separate  APC 
payment. 


Paid  under  OPPS;  per  diem  APC 
payment. 


Paid  under  OPPS;  Addendum  B 
displays  APC  assignments  when 
services  are  separately  payable. 

(1)  Packaged  APC  payment  if  billed 
on  the  same  date  of  service  as  a 
HCPCS  code  assigned  status 
indicator  “S,”  “T,”  “V,”  or  “X.” 

(2)  In  all  other  circumstances, 
payment  is  made  through  a  separate 
APC  payment. 


Paid  under  OPPS;  Addendum  B 
displays  APC  assignments  when 
services  are  separately  payable. 

(1)  Packaged  APC  payment  if  billed 
on  the  saitie  date  of  service  as  a 
HCPCS  code  assigned  status 
indicator  “T.” 

(2)  In  all  other  circumstances, 
payment  is  made  through  a  separate 
APC  payment. 
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Indicator 

Item/Code/Service 

OPPS  Payment  Status 

Q3  ! 

Codes  that  may  be  paid 
through  a  composite  APC 

Paid  under  OPPS;  Addendum  B 
displays  APC  assignments  when 
services  are  separately  payable. 

Addendum  M  displays  composite  APC 
assignments  when  codes  are  paid 
through  a  composite  APC. 

(1)  Composite  APC  payment  based 
on  OPPS  composite-specific 
payment  criteria.  Payment  is 
packaged  into  a  single  payment  for 
specific  combinations  of  service. 

(2)  In  all  other  circumstances, 
payment  is  made  through  a  separate 
APC  payment  or  packaged  into 
payment  for  other  services. 

R 

Blood  and  Blood  Products 

Paid  under  OPPS;  separate  APC 
payment. _ _ _ 

S 

Significant  Procedure,  Not 
Discounted  When  Multiple 

Paid  under  OPPS;  separate  APC 
payment. 

T 

Significant  Procedure, 
Multiple  Reduction 

Applies 

Paid  under  OPPS;  separate  APC 
payment. 

U 

1 

Brachytherapy  Sources 

Paid  under  OPPS;  separate  APC 
payment. 

V 

Clinic  or  Emergency 

Dcpaitinent  Visit 

Paid  under  OPPS;  separate  APC 
payment. 

X 

Ancillary  Services 

Paid  under  OPPS;  separate  APC 
payment. 

BILLING  CODE  4120-01-C 

Section  142  of  Public  Law  110-275 
(MIPPA)  required  CMS  to  pay  for 
therapeutic  radiopharmaceuticals  for 
the  period  of  July  1,  2008,  through 
December  31,  2009,  at  hospitals’  charges 
adjusted  to  the  costs.  The  status 
indicator  “H”  was  assigned  to 
therapeutic  radiopharmaceuticals  to 
indicate  that  an  item  was  paid  at 
charges  adjusted  to  cost  during  CY  2009. 
For  CY  2010,  we  are  proposing  to  pay 
prospectively  and  separately  for 
therapeutic  radiopharmaceuticals  with 
average  per  day  costs  greater  than  the 
proposed  CY  2010  drug  packaging 
threshold  of  $65  under  the  OPPS. 
Therefore,  we  are  proposing  to  change 
the  status  indicator  for  HCPCS  codes 
used  to  report  separately  payable 


therapeutic  radiopharmaceuticals  from 
“H”  to  “K,”  which  indicates  that  an 
item  is  separately  paid  under  the  OPPS 
at  the  APC  payment  rate  established  for 
the  item.  We  refer  readers  to  section 
V.B.4.  of  this  proposed  rule  for  the 
discussion  of  the  proposed  CY  2010 
change  to  our  payment  policy  for 
therapeutic  radiopharmaceuticals. 

As  discussed  in  detail  in  section 
V.A.4.  of  this  proposed  rule,  we  are 
proposing  to  consider  implantable 
biologicals  that  are  not  on  pass-through 
status  as  a  biological  before  January  1 , 
2010,  as  devices  beginning  in  CY  2010. 
Therefore,  as  devices,  pass-through 
implantable  biologicals  would  be 
assigned  a  status  indicator  of  “H,”  while 
nonpass-through  implantable 


biologicals  would  be  assigned  a  status 
indicator  of  “N”  beginning  in  CY  2010. 
Those  implantable  biologicals  that  have 
been  granted  pass-through  status  under 
the  drug  and  biological  criteria  prior  to 
January  1,  2010,  would  continue  to  be 
assigned  a  status  indicator  of  “G”  until 
they  are  proposed  for  expiration  from 
pass-through  status  during  our  annual 
rulemaking  cycle.  We  are  proposing  to 
assign  status  indicator  “K”  to 
nonimplantable  biologicals  and  to 
adjust  the  definition  of  status  indicator 
“K”  accordingly. 

2.  Proposed  Payment  Status  Indicators 
To  Designate  Services  That  Are  Paid 
Under  a  Payment  System  Other  Than 
the  OPPS 


Indicator 

ItenVcode/service  1 

1  1 

OPPS  payment  status 

A . 

1 

. . 1  Services  furnished  to  a  hospital  outpatient  that  are  paid 

1  under  a  fee  schedule  or  payment  system  other  than 
!  OPPS,  for  example: 

Not  paid  under  OPPS.  Paid  by  fiscal  intermediaries/ 
MACS  under  a  fee  schedule  or  payment  system  other 
than  OPPS. 
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Indicator 

Item/code/service 

OPPS  payment  status 

•  Ambulance  Services. 

•  Clinical  Diagnostic  Laboratory  Services .  1 

Not  subject  to  deductible  or  coinsurance. 

1 

•  Non-Implantable  Prosthetic  and  Orthotic  Devices.  | 

•  EPO  for  ESRD  Patients.  | 

•  Physical,  Occupational,  and  Speech  Therapy.  j 

•  Routine  Dialysis  Sen/ices  for  ESRD  Patients  Pro-  i 

vided  in  a  Certified  Dialysis  Unit  of  a  Hospital.  | 

•  Diagnostic  Mammography. 

•  Screening  Mammography  .  i 

Not  subject  to  deductible. 

C .  ' 

Inpatient  Procedures  . 

Not  paid  under  OPPS.  Admit  patient.  Bill  as  inpatient. 

F  .  i 

Corneal  Tissue  Acquisition;  Certain  CRNA  Services; 
and  Hepatitis  B  Vaccines. 

Not  paid  under  OPPS.  Paid  at  reasonable  cost. 

L  .  ! 

Influenza  Vaccine;  Pneumococcal  Pneumonia  Vaccine 

Not  paid  under  OPPS.  Paid  at  reasonable  cost;  not 
subject  to  deductible  or  coinsurance. 

. 1 

i 

Items  and  Services  Not  Billable  to  the  Fiscal  Inter- 
mediary/MAC.  ! 

Not  paid  under  OPPS. 

Y . ; 

i 

.  .  . 1 

Non-Implantable  Durable  Medical  Equipment  . 

Not  paid  under  OPPS.  All  institutional  providers  other 
than  home  health  agencies  bill.to  DMERC. 

3.  Proposed  Pavment  Status  Indicators 

To  Designate  Services  That  Are  Not 

Recognized  under  the  OPPS  But  That 

May  Be  Recognized  by  Other 

Institutional  Providers 

Indicator 

Item/code/service 

OPPS  payment  status 

B .  i 

Codes  that  are  not  recognized  by  OPPS  when  sub- 

i  Not  paid  under  OPPS. 

mitted  on  an  outpatient  hospital  Part  B  bill  type  (12x 
and  13x). 

!  ■ 

May  be  paid  by  fiscal  intermediaries/MACs  when  sub¬ 
mitted  on  a  different  bill  type,  for  example,  75x 

I  (CORF),  but  not  paid  under  OPPS. 

An  alternate  code  that  is  recognized  by  OPPS  when 
submitted  on  an  outpatient  hospital  Part  B  bill  type 

i 

I _ 

I  (12x  and  13x)  may  be  available. 

4.  Proposed  Payment  Status  Indicators 

To  Designate  Services  That  Are  Not 

Payable  by  Medicare  on  Outpatient 

Claims 

Indicator 

j  Item/code/service 

i  OPPS  payment  status 

D . : . 

Discontinued  Codes  . 

Not  paid  under  OPPS  or  any  other  Medicare  payment 

'  system. 

E . 

Items,  Codes,  and  Services: . 

'  •  That  are  not  covered  by  any  Medicare  outpatient 

'  Not  paid  by  Medicare  when  submitted  on  outpatient 
claims  (any  outpatient  bill  type). 

i 

;  benefit  based  on  statutory  exclusion. 

!  •  That  are  not  covered  by  any  Medicare  outpatient 
benefit  for  reasons  other  than  statutory  exclusion. 

I  •  That  are  not  recognized  by  Medicare  for  outpatient 

I  claims;  alternate  code  for  the  same  item  or  service 

I  may  be  available. 

!  •  For  which  separate  payment  is  not  provided  on  out- 
I  patient  claims. 

! 

I 

Addendum  B,  with  a  complete  listing 
of  HCPCS  codes  that  includes  their 
proposed  payment  status  indicators  and 
proposed  APC  assignments  for  CY  2010, 
is  available  electronically  on  the  CMS 
Web  site  under  supporting 
documentation  for  this  proposed  rule  at: 
http://www.cms.hhs.gov/ 


HospitalOutpatientPPS/HORD/ 
list.asptt  T opOfPage. 

B.  Proposed  Comment  Indicator 
Definitions 

For  the  CY  2010  OPPS,  we  are 
proposing  to  use  the  two  comment 
indicators  that  are  in  effect  for  the  CY 
2009  OPPS. 


•  “CH” — Active  HCPCS  codes  in 
current  and  next  calendar  year;  status 
indicator  and/or  APC  assignment  have 
changed  or  active  HCPCS  code  that  will 
be  discontinued  at  the  end  of  the 
current  calendar  year. 

•  “NI” — New  code,  interim  APC 
assignment;  comments  will  be  accepted 
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on  the  interim  APC  assignment  for  the 
new  code. 

We  are  proposing  to  use  the  “CH” 
comment  indicator  in  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period  to  indicate  HCPCS  codes  for 
which  the  status  indicator  or  APC 
assignment,  or  both,  would  change  in 
CY  2010  compared  to  their  assigmnent 
as  of  December  31,  2009. 

We  are  using  the  “CH”  indicator  in 
this  proposed  rule  to  call  attention  to 
proposed  changes  in  the  payment  status 
indicator  and/or  APC  assignment  for 
HCPCS  codes  for  CY  2010  compared  to 
their  assignment  as  of  June  30,  2009.  We 
believe  that  using  the  “CH”  indicator  in 
this  proposed  rule  would  help  facilitate 
the  public’s  review  of  the  changes  that 
we  are  proposing  for  CY  2010.  The  use 
of  the  comment  indicator  “CH”  in 
association  with  a  composite  APC 
indicates  that  the  configuration  of  the 
composite  APC  is  proposed  for  change 
in  this  proposed  rule. 

For  the  CY  2010  OPPS,  we  are 
proposing  to  continue  our  policy  of 
using  comment  indicator  “NI”  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period.  Only  HCPCS  codes 
with  comment  indicator  “NI”  in  the  CY 
2010  OPPS/ASC  final  rule  with 
comment  period  would  be  subject  to 
comment.  We  are  proposing  that  HCPCS 
codes  that  do  not  appear  with  comment 
indicator  “NI”  in  the  CY  2010  OPPS/ 
ASC  final  rule  with  comment  period 
would  not  be  open  to  public  comment, 
unless  we  specifically  request 
additional  comments  elsewhere  in  the 
CY  2010  OPPS/ASC  final  rule  with 
comment  period.  The  CY  2010 
treatment  of  HCPCS  codes  that  appear 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  to  which 
comment  indicator  “NI”  is  not 
appended  will  have  been  open  to  public 
comment  during  the  comment  period 
for  this  proposed  rule. 

XIV.  OPPS  Policy  and  Payment 
Recommendations 

A.  MedPAC  Recommendations 

MedPAC  was  established  under 
section  1805  of  the  Act  to  advise  the 
U.S.  Congress  on  issues  affecting  the 
Medicare  program.  As  required  under 
the  statute,  MedPAC  submits  reports  to 
Congress  not  later  than  March  and  June 
of  each  year  that  present  its  Medicare 
payment  policy  recommendations.  The 
following  section  describes  recent 
recommendations  relevant  to  the  OPPS 
that  have  been  made  by  MedPAC. 

The  March  2009  MedPAC  “Report  to 
Congress:  Mediccure  Payment  Policy” 
included  the  following  recommendation 


relating  specifically  to  the  Medicare 
hospital  OPPS: 

Recommendation  2A-1 :  The  Congress 
should  increase  payment  rates  for  the 
acute  inpatient  and  outpatient 
prospective  payment  systems  in  2010  by 
the  projected  rate  of  increase  in  the 
hospital  market  basket  index, 
concurrent  with  implementation  of  a 
quality  incentive  payment  program. 

CMS  Response:  We  are  proposing  to 
increase  payment  rates  for  the  CY  2010 
OPPS  by  the  projected  rate  of  increase 
in  the  hospital  market  basket  through 
adjustment  of  the  full  CY  2010 
conversion  factor.  Simultaneously,  we 
are  proposing  for  CY  2010  to  continue 
to  reduce  the  annual  update  factor  by 
2.0  percentage  points  for  hospitals  that 
are  defined  under  section  1886(d)(1)(B) 
of  the  Act  and  that  do  not  meet  the 
hospital  outpatient  quality  data  - 
reporting  required  by  section  1833(t)(17) 
of  the  Act.  Specifically,  we  are 
proposing  to  calculate  two  conversion 
factors,  a  full  conversion  factor  based  on 
the  full  hospital  market  basket  increase 
and  a  reduced  conversion  factor  that 
reflects  the  2.0  percentage  point 
reduction  to  the  market  basket.  We 
discuss  our  proposed  update  of  the 
conversion  factor  and  our  proposed 
adoption  and  implementation  of  the 
reduced  conversion  factor  that  would 
apply  to  hospitals  that  fail  their  quality 
reporting  requirements  for  the  full  CY 
2010  OPPS  update  in  section  XVI  of  this 
proposed  rule. 

The  full  March  2009  MedPAC  report 
can  be  downloaded  firom  MedPAC’s 
Web  site  at:  http://\vww.medpac.gov/ 
documents/Mar09_EntireReport.pdf. 

B.  APC  Panel  Recommendations 

Recommendations  made  by  the  APC 
Panel  at  its  February  2009  meeting  are 
discussed  in  the  sections  of  this 
proposed  rule  that  correspond  to  topics 
addressed  by  the  APC  Panel.  The  report 
and  recommendations  from  the  APC 
Panel’s  February  18-19,  2009  meeting 
are  available  on  the  CMS  Web  site  at: 
http  :l I  WWW.  cms.hhs.gov/FA  CA/05_ 
AdvisoryPanelonAmbulatoryPayment 
ClassificationGroups.asp . 

C.  OIG  Recommendations 

The  mission  of  the  Office  of  the 
Inspector  General  (OIG),  as  mandated  by 
Public  Law  95-452,  as  amended,  is  to 
protect  the  integrity  of  the  U.S. 
Department  of  Health  and  Human 
Services  (HHS)  programs,  as  well  as  the 
health  and  welfare  of  beneficiaries 
served  by  those  programs.  This  statutory 
mission  is  carried  out  through  a 
nationwide  network  of  audits, 
investigations,  and  inspections.  In  June 
2007,  the  OIG  released  a  report,  entitled 


“Impact  of  Not  Retroactively  Adjusting 
Outpatient  Outlier  Payments,”  that 
described  the  OIG’s  research  into 
sources  of  errors  in  CMHC  outlier 
payments.  The  OIG  report  included  the 
following  two  recommendations  relating 
specifically  to  the  hospital  OPPS  under 
which  payment  is  made  for  outpatient 
services  provided  by  CMHCs. 

Recommendation  1 :  The  OIG 
recommended  that  CMS  require 
adjustments  of  outpatient  outlier 
payments  at  final  cost  report  settlement, 
retroactive  to  the  beginning  of  the  cost 
report  period. 

Recommendation  2:  The  OIG 
recommended  that  CMS  require 
retroactive  adjustments  of  outpatient 
outlier  payments  when  an  error  caused 
by  the  fiscal  intermediary  or  provider  is 
identified  after  a  cost  r^ort  is  settled. 

We  addressed  both  of  these 
recommendations  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68594).  We  noted  in  that  final  rule 
that  the  OIG’s  findings  were  based 
largely  on  information  from  the  OPPS’ 
early  implementation  period,  between 
CY  2000  and  CY  2003,  and  that  we 
believed  we  had  taken  several  steps 
since  that  time  in  order  to  improve  the 
accuracy  and  frequency  of  the  Medicare 
contractors’  CCR  calculations,  including 
updating  our  instructions  for  calculating 
CCRs,  increasing  the  frequency  of  CCR 
calculation,  and  conducting  an  annual 
review  of  CMHC  CCRs. 

However,  taking  into  account  these 
OIG  recommendations,  we  proposed 
and  finalized  a  policy  to  provide  for 
reconciliation  of  outlier  payments  under 
the  OPPS  at  final  cost  report  settlement 
as  recommended  by  the  OIG,  beginning 
in  CY  2009.  We  discuss  our  rationale  for 
this  policy  in  detail  in  section  II.F.4.  of 
the  CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68594  through 
68599). 

There  are  no  more  recent  OIG 
recommendations  that  pertain  to  the 
OPPS  than  the  June  2007 
recommendations. 

XV.  Proposed  Updates  to  the 
Ambulatory  Surgical  Center  (ASC) 
Payment  System 

A.  Background 

1.  Legislative  Authority  for  the  ASC 
Payment  System 

Section  1832(a)(2)(F)(i)  of  the  Act 
provides  that  benefits  under  Medicare 
Part  B  include  payment  for  facility 
services  furnished  in  connection  with 
surgical  procedures  specified  by  the 
Secretary  that  are  performed  in  an  ASC. 
To  participate  in  the  Medicare  program 
as  an  ASC,  a  facility  must  meet  the 
standards  specified  in  section 
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1832{a){2)(F)(i)  of  the  Act,  which  are  set 
forth  in  42  CFR  Part  416,  Subpart  B  and 
Subpart  C  of  our  regulations.  The 
regulations  at  42  CFR  Part  416,  Subpart 
B  describe  the  general  conditions  and 
requirements  for  ASCs,  and  the 
regulations  at  Subpart  C  explain  the 
specific  conditions  for  coverage  for 
ASCs. 

Section  141(b)  of  the  Social  Security 
Act  Amendments  of  1994,  Public  Law 
103-432,  required  establishment  of  a 
process  for  reviewing  the 
appropriateness  of  the  payment  amount 
provided  under  section  1833(i){2)(A)(iii) 
of  the  Act  for  intraocular  lenses  (lOLs) 
that  belong  to  a  class  of  new  technology 
intraocular  lenses  (NTIOLs).  That 
process  was  the  subject  of  a  final  rule 
entitled  “Adjustment  in  Payment 
Amounts  for  New  Technology 
Intraocular  Lenses  Furnished  by 
Ambulatory  Surgical  Centers,*’ 
published  on  June  16,  1999,  in  the 
Federal  Register  (64  FR  32198). 

Section  626(b)  of  the  Medicare 
Prescription  Drug,  Improvement,  and 
Modernization  Act  of  2003  (MMA), 
Public  Law  108-173,  added 
subparagraph  (D)  to  section  1833(i)(2)  of 
the  Act,  which  required  the  Secretary  to 
implement  a  revised  ASC  payment 
system  to  be  effective  not  later  than 
January  1,  2008.  Section  626(c)  of  the 
MMA  amended  section  1833(a)(1)  of  the 
Act  by  adding  new  subparagraph  (G), 
which  requires  that,  beginning  with 
implementation  of  the  revised  ASC 
payment  system,  payment  for  surgical 
procedures  furnished  in  ASCs  shall  be 
80  percent  of  the  lesser  of  the  actual 
charge  for  the  services  or  the  amount 
determined  by  the  Secretary  under  the 
revised  payment  system. 

Section  5103  of  the  Deficit  Reduction 
Act  of  2005  (DRA),  Public  Law  109-171, 
amended  section  1833(i)(2)  of  the  Act  by 
adding  a  new  subparagraph  (E)  to  place 
a  limitation  on  payment  amounts  for 
surgical  procedures  furnished  in  ASCs 
on  or  after  January  1,  2007,  but  before 
the  effective  date  of  the  revised  ASC 
payment  system  (that  is,  January  1, 
2008).  Section  1833(i)(2)(E)  of  the  Act 
provides  that  if  the  standard  overhead 
amount  under  section  1833(i)(2)(A)  of 
the  Act  for  an  ASC  facility  service  for 
such  surgical  procedures,  without 
application  of  any  geographic 
adjustment,  exceeds  the  Medicare 
payment  amount  under  the  hospital 
OPPS  for  the  service  for  that  year, 
without  application  of  any  geographic 
adjustment,  the  Secretary  shall 
substitute  the  OPPS  payment  amount 
for  the  ASC  standard  overhead  amount. 

Section  109(b)  of  the  Medicare 
Improvements  aijd  Extension  Act  of 
2006  of  the  Tax  Relief  and  Health  Care 


Act  of  2006  (MIEA-TRHCA),  Public 
Law  109-432,  amended  section  1833(i) 
of  the  Act,  in  part,  by  redesignating 
clause  (iv)  as  clause  (v)  and  adding  a 
new  clause  (iv)  to  paragraph  (2)(D)  and 
adding  paragraph  (7)(A),  which  provide 
the  Secretary  the  authority  to  require 
ASCs  to  submit  data  on  quality 
measures  and  to  reduce  the  annual 
update  by  2  percentage  points  for  an 
ASC  that  fails  to  submit  data  as  required 
by  the  Secretary  on  selected  quality 
measures.  Section  109(b)  of  the  MIEA- 
TRHCA  also  amended  section  1833(i)  of 
the  Act  by  adding  new  paragraph  (7)(B), 
which  requires  that,  to  the  extent  the 
Secretary  establishes  such  an  ASC 
quality  reporting  program,  certain 
quality  of  care  reporting  requirements 
mandated  for  hospitals  paid  under  the 
OPPS,  under  section  109(a)  of  the 
MIEA-TRHCA,  be  applied  in  a  similar 
manner  to  ASCs  unless  otherwise 
specified  by  the  Secretary'. 

For  a  detailed  discussion  of  the 
legislative  history  related  to  ASCs,  we 
refer  readers  to  the  June  12,  1998 
proposed  rule  (63  FR  32291  through 
32292). 

2.  Prior  Rulemaking 

On  August  2,  2007,  we  published  in 
the  Federal  Register  (72  FR  42470)  the 
final  rule  for  the  revised  ASC  payment 
system,  effective  January  1,  2008  (the 
“August  2,  2007  final  rule”).  We  revised 
our  criteria  for  identifying  surgical 
procedures  that  are  eligible  for  Medicare 
payment  when  furnished  in  ASCs  and 
adopted  the  method  we  would  use  to  set 
payment  rates  for  ASC  covered  surgical 
procedures  and  covered  ancillary 
services  furnished  in  association  with 
those  covered  surgical  procedures 
beginning  in  CY  2008.  In  that  final  rule, 
we  also  established  a  policy  for 
updating  on  an  annual  calendar  year 
basis  the  ASC  conversion  factor,  the 
relative  payment  weights,  the  ASC 
payment  rates,  and  the  list  of 
procedures  for  which  Medicare  would 
not  make  an  ASC  payment.  We  also 
established  a  policy  for  treating  new  and 
revised  HCPCS  and  CPT  codes  under 
the  ASC  payment  system.  This  policy  is 
consistent  with  the  OPPS  to  the  extent 
possible  (72  FR  42533). 

In  the  CY  2008  OPPS/ ASC  final  rule 
with  comment  period  (72  FR  66827),  we 
updated  and  finalized  the  CY  2008  ASC 
rates  and  lists  of  covered  surgical 
procedures  and  covered  ancillary 
services.  We  also  made  regulatory 
changes  to  42  CFR  Parts  411, 414,  and 
416  related  to  our  final  policies  to 
provide  payments  to  physicians  who 
perform  noncovered  ASC  procedures  in 
ASCs  based  on  the  facility  practice 
expense  (PE)  relative  value  units 


(RVUs),  to  exclude  covered  ancillary 
radiology  services  and  covered  ancillary 
drugs  and  biologicals  from  the 
categories  of  designated  health  services 
(DHS)  that  are  subject  to  the  physician 
self-referral  prohibition,  and  to  reduce 
ASC  payments  for  surgical  procedures 
when  the  ASC  receives  full  or  partial 
credit  toward  the  cost  of  the  implantable 
device.  In  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR 
68722),  we  updated  and  finalized  the 
CY  2009  ASC  rates  and  lists  of  covered 
surgical  procedures  and  covered 
ancillary  services. 

3.  Policies  Governing  Changes  to  the 
Lists  of  Codes  and  Payment  Rates  for 
ASC  Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

The  August  2,  2007  final  rule 
established  our  policies  for  determining 
which  procedures  are  ASC  covered 
^’‘surgical  procedures  and  covered 
ancillary  services.  Under  §§416.2  and 
416.166  of  the  regulations,  subject  to 
certain  exclusions,  covered  surgical 
procedures  are  surgical  procedures  that 
are  separately  paid  under  the  OPPS,  that 
would  not  be  expected  to  pose  a 
significant  risk  to  beneficiary  safety 
when  performed  in  an  ASC,  and  that 
would  not  be  expected  to  require  active 
medical  monitoring  and  care  at 
midnight  following  the  procedure 
(“overnight  stay”).  We  adopted  this 
standard  for  defining  which  surgical 
procedures  are  covered  surgical 
procedures  under  the  ASC  payment 
system  as  an  indicator  of  the  complexity 
of  the  procedure  and  its  appropriateness 
for  Medicare  payment  in  ASCs.  We  use 
this  standard  only  for  purposes  of 
evaluating  procedures  to  determine 
whether  or  not  they  are  appropriate  for 
Medicare  beneficiaries  in  ASCs.  We 
define  surgical  procedures  as  those 
described  by  Category  I  CPT  codes  in 
the  surgical  range  from  10000  through 
69999,.  as  well  as  those  Category  III  CPT 
codes  and  Level  II  HCPCS  codes  that 
crosswalk  or  are  clinically  similar  to 
ASC  covered  surgical  procedures  (72  FR 
42478).  We  note  that  we  added  over  800 
surgical  procedures  to  the  list  of  covered 
surgical  procedures  for  ASC  payment  in 
CY  2008,  the  first  year  of  the  revised 
ASC  payment  system,  based  on  the 
criteria  for  payment  that  we  adopted  in 
the  August  2,  2007  final  rule  as 
described  above  in  this  section.  Patient 
safety  and  health  outcomes  continue  to 
be  important  to  us  as  more  health  care 
moves  to  the  ambulatory  care  setting. 
Therefore,  as  we  gain  additional 
experience  with  the  ASC  payment 
system,  we  are  interested  in  any 
information  the  public  may  have 
regarding  the  comparative  patient 
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outcomes  of  surgical  care  provided  in 
ambulatory  settings,  including  HOPDs, 
ASCs,  and  physicians’  offices, 
particularly  with  regard  to  the  Mediceue 
population. 

In  the  August  2,  2007  final  rule,  we 
also  established  our  policy  to  make 
separate  ASC  payments  for  the 
following  ancillary  items  and  services 
when  they  are  provided  integral  to  ASC 
covered  surgical  procedures: 
brachytherapy  sources:  certain 
implantable  items  that  have  pass¬ 
through  status  under  the  OPPS;  certain 
items  and  services  that  we  designate  as 
contractor-priced,  including,  but  not 
limited  to,  procurement  of  Corneal 
tissue;  certain  drugs  and  biologicals  for 
which  separate  payment  is  allowed 
under  the  OPPS;  and  certain  radiology 
services  for  which  separate  payment  is 
allowed  under  the  OPPS.  These  covered 
ancillary  services  are  specified  in 
§  416.164(b)  and,  as  stated  previously, 
are  eligible  for  separate  ASC  payment 
(72  FR  42495).  Payment  for  ancillary 
items  and  services  that  are  not  paid 
separately  under  the  ASC  payment 
system  is  packaged  into  the  ASC 
payment  for  the  covered  surgical 
procedure. 

The  full  CY  2009  lists  of  ASC  covered 
surgical  procedures  and  covered 
ancillary  services  are  included  in 
Addenda  AA  and  BB,  respectively,  to 
the  CY  2009  OPPS/ ASC  final  rule  with 
comment  period  (73  FR  68840  through 
68933  and  69270  through  69308). 

We  update  the  lists  of,  and  payment 
rates  for,  covered  surgical  procedures 
and  covered  ancillary  services,  in 
conjunction  with  the  annual  proposed 
and  final  rulemaking  process  to  update 
the  OPPS  and  ASC  payment  systems 
(§  416.173;  72  FR  42535).  In  addition, 
because  we  base  ASC  payment  policies 
for  covered  surgical  procedures,  drugs, 
biologicals,  and  certain  other  covered 
ancillary  services  on  the  OPPS  payment 
policies,  we  also  provide  quarterly 
updates  for  ASC  services  throughout  the 
year  (January,  April,  July,  and  October), 
just  as  we  do  for  the  OPPS.  The  updates 
are  to  implement  newly  created  Level  II 
HCPCS  codes  and  Category  III  CPT 
codes  for  ASC  payment  and  to  update 
the  payment  rates  for  separately  paid 
drugs  and  biologicals  based  on  the  most 
recently  submitted  ASP  data.  New 
Category  I  CPT  codes,  except  vaccine 
codes,  are  released  only  once  a  year  and, 
therefore,  are  implemented  through  the 
January  quarterly  update.  New  Category 
I  CPT  vaccine  codes  are  released  twice 
a  year  and  thus  are  implemented 
through  the  January  and  July  quarterly 
updates. 

In  our  annual  updates  to  the  ASC  list 
of,  and  payment  rates  for,  covered 


surgical  procedures  and  covered 
ancillary  services,  we  undertake  a 
review  of  excluded  surgical  procedures 
(including  all  procedures  newly 
proposed  for  removal  from  the  OPPS 
inpatient  list),  new  procedures,  and 
procedures  for  which  there  is  revised 
coding,  to  identify  any  that  we  believe 
meet  the  criteria  for  designation  as  ASC 
covered  surgical  procedures  or  covered 
ancillary  services.  Updating  the  lists  of 
covered  surgical  procedures  and 
covered  ancillary  services,  as  well  as 
their  payment  rates,  in  association  with 
the  annual  OPPS  rulemaking  cycle  is 
particularly  important  because  the 
OPPS  relative  payment  weights  and,  in 
some  cases,  payment  rates,  are  used  as 
the  basis  for  the  payment  of  covered 
surgical  procedures  and  covered 
ancillary  services  under  the  revised  ASC 
payment  system.  This  joint  update 
process  ensures  that  the  ASC  updates 
occur  in  a  regular,  predictable,  and 
timely  manner. 

B.  Proposed  Treatment  of  New  Codes 

1.  Proposed  Treatment  of  New  Category 
I  and  III  CPT  Codes  and  Level  II  HCPCS 
Codes 

We  finalized  a  policy  in  the  August  2, 
2007  final  rule  to  evaluate  each  year  all 
new  Category  I  and  Category  III  CPT 
codes  and  Level  II  HCPCS  codes  that 
describe  surgical  procedures,  and  to 
make  preliminary  determinations  in  the 
annual  OPPS/ASC  final  rule  with 
comment  period  regarding  whether  or 
not  they  meet  the  criteria  for  payment 
in  the  ASC  setting  and,  if  so,  whether 
they  are  office-based  procedures  (72  FR 
42533).  In  addition,  we  identify  new 
codes  as  ASC  covered  ancillary  services 
based  upon  the  final  payment  policies 
of  the  revised  ASC  payment  system. 
New  HCPCS  codes  that  are  released  in 
the  summer  through  the  fall  of  each 
year,  to  be  effective  January  1,  are 
included  in  the  final  rule  with  comment 
period  updating  the  ASC  payment 
system  for  the  following  calendar  year. 
These  new  codes  are  flagged  with 
comment  indicator  “NI”  in  Addenda 
AA  and  BB  to  the  OPPS/ASC  final  rule 
with  comment  period  to  indicate  that 
we  are  assigning  a  payment  indicator  to 
the  codes  on  an  interim  basis.  The 
interim  payment  indicators  assigned  to 
the  new  codes  under  the  revised  ASC 
payment  system  are  subject  to  public 
comment  in  that  final  rule  with 
comment  period.  These  interim 
determinations  must  be  made  in  the 
OPPS/ASC  final  rule  with  comment 
period  because,  in  general,  the  new 
HCPCS  codes  and  their  descriptors  for 
the  upcoming  calendar  year  are  not 
available  at  the  time  of  development  of 


the  OPPS/ASC  proposed  rule.  We  will 
respond  to  those  comments  in  the 
OPPS/ASC  final  rule  with  comment 
period  for  the  following  calendar  year. 
We  are  proposing  to  continue  this 
identification  and  recognition  process 
forCY  2010. 

In  addition,  we  are  proposing  to 
continue  our  policy  of  implementing 
through  the  ASC  quarterly  update 
process  new  mid-year  CPT  codes, 
generally  Category  III  CPT  codes,  that 
the  AMA  releases  in  January  to  become 
effective  the  following  July,  and 
released  in  July  to  become  effective  the 
following  January.  We  are  proposing  to 
include  in  Addenda  AA  or  BB,  as 
appropriate,  to  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period  the  new 
Category  III  CPT  codes  released  in 
January  2009  for  implementation  on 
July  1,  2009  (through  the  ASC  quarterly 
update  process)  that  we  identify  as  ASC 
covered  services.  Similarly,  we  are 
proposing  to  include  in  Addenda  AA 
and  BB  to  that  final  rule  with  comment 
period  any  new  Category  III  CPT  codes 
that  the  AMA  releases  in  July  2009  to  be 
effective  on  January  1,  2010,  that  we 
identify  as  ASC  covered  services. 
However,  only  those  new  Category  III 
CPT  codes  implemented  effective 
January  1,  2010,  will  be  designated  by 
comment  indicator  “NI”  in  the  Addenda 
to  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period  to  indicate  that 
we  have  assigned  them  an  interim 
payment  status  that  is  subject  to  public 
comment.  The  two  Category  III  CPT 
codes  implemented  in  July  2009  for 
ASC  payment,  which  appear  in  Table  38 
below,  are  subject  to  comment  through 
this  proposed  rule,  and  we  are 
proposing  to  finalize  their  payment 
indicators  in  the  CY  2010  OPPS/ASC 
final  rule  with  comment  period. 

We  are  proposing  to  assign  payment 
indicator  “G2”  (Non  office-based 
surgical  procedure  added  in  CY2008  or 
later;  payment  based  on  OPPS  relative 
payment  weight)  to  both  of  these  two 
new  codes.  Because  new  Category  III 
CPT  codes  that  become  effective  for  July 
are  not  available  to  CMS  in  time  for 
incorporation  into  the  Addenda  to  the 
OPPS/ASC  proposed  rule,  our  policy  is 
to  include  the  codes,  their  proposed 
payment  indicators,  and  proposed 
payment  rates  in  the  preamble  to  the 
proposed  rule  but  not  in  the  Addenda 
to  the  proposed  rule.  These  codes  and 
their  final  payment  indicators  and  rates 
will  be  included  in  the  Addenda  to  the 
OPPS/ASC  final  rule  with  comment 
period. 

The  new  mid-year  codes  for  the 
covered  surgical  procedures 
implemented  in  July  2009  are  displayed 
in  Table  38  below,  along  with  their 
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proposed  payment  indicators  and  and  their  final  payment  indicators  and  to  the  CY'2010  OPPS/ASC  final  rule 

proposed  payment  rates.  These  codes  rates  will  be  included  in  Addendum  AA  with  comment  period. 


Table  38— New  Category  III  CPT  Codes  Implemented  in  July  2009  as  ASC  Covered  Surgical  Procedures 


- 1 

CY  2009  HCPCS  code 

1 

j  CY  2009  long  descriptor 

Proposed  CY 
2010  ASC 
payment 
indicator 

Proposed  CY 
2010  ASC 
payment  rate 

0200T  . 

Percutaneous  sacral  augmentation  (sacroplasty),  unilateral  injection(s), 
including  the  use  of  a  balloon  or  mechanical  device  (if  utilized),  one 
or  more  needles. 

G2 

$879.13 

0201 T . 

Percutaneous  sacral  augmentation  (sacroplasty),  bilateral  injections,  in¬ 
cluding  the  use  of  a  balloon  or  mechanical  device  (if  utilized),  two  or 
more  needles. 

1 _ _ 

G2 

1 ,206.09 

2.  Proposed  Treatment  of  New  Level  II 
HCPCS  Codes  Implemented  in  April 
and  July  2009 

New  Level  II  HCPCS  codes  may 
describe  covered  surgical  procedures  or 
covered  ancillary  services.  All  new 
Level  II  HCPCS  codes  implemented  in 
April  and  July  2009  for  ASCs  describe 
covered  ancillary  services.  During  the 
second  quarter  of  CY  2009,  we  added  to 
the  list  of  covered  ancillary  services  two 
new  Level  II  HCPCS  codes  because  they 
are  drugs  or  biologicals  for  which 
separate  payment  was  newly  allowed 
under  the  OPPS  in  the  same  calendar 
quarter.  The  two  Level  II  HCPCS  codes 
added  effective  April  1,  2009,  are 
HCPCS  code  C9247  (lobenguane,  1-123, 
diagnostic,  per  study  dose,  up  to  10 
millicuries)  and  HCPCS  code  C9249 
(Injection,  certolizumab  pegol,  1  mg). 
Although  HCPCS  code  C9247  was 
created  for  use  beginning  on  January  1 , 
2009,  it  was  initially  not  paid  separately 
under  the  hospital  OPPS  and,  therefore, 
its  payment  was  packaged  under  the 
ASC  payment  system  until  April  1, 

2009. 

For  the  third  quarter  of  CY  2009,  we 
are  adding  a  total  of  11  new  Level  II 
drug  and  biological  HCPCS  codes  to  the 
list  of  ASC  covered  ancillary  services 
because  they  are  newly  eligible  for 
separate  payment  under  the  OPPS. 

These  HCPCS  codes  are;  C9250  (Human 
plasma  fibrin  sealant,  vapor-heated, 
solvent-detergent  (Artiss),  2  ml);  C9251 
(Injection,  Cl  esterase  inhibitor  (human) 
10  units);  C9252  (Injection,  plerixafor,  1 
mg);  C9253  (Injection,  temozolomide,  1 
mg);  C9360  (Dermal  substitute,  native, 
non-denatured  collagen,  neonatal 


bovine  origin  (SurgiMend  Collagen 
Matrix),  per  0.5  square  centimeters); 
C9361  (Collagen  matrix  nerve  wrap 
(NeuroMend  Collagen  Nerve  Wrap),  per 
0.5  centimeter  length);  C9362  (Porous 
purified  collagen  matrix  bone  void  filler 
(Integra  Mozaik  Osteoconductive 
Scaffold  Strip),  per  0.5  cc);  C9363  (Skin 
substitute,  Integra  Meshed  Bilayer 
Wound  Matrix,  per  square  centimeter); 
C9364  (Porcine  implant,  Permacol,  per 
square  centimeter);  Q2023  (Injection, 
factor  viii  (antihemophilic  factor, 
recombinant)  (Xyntha),  per  i.u.);  and 
Q4116  (Skin  substitute,  Alloderm,  per 
square  centimeter). 

We  assigned  payment  indicator  “K2” 
(Drugs  and  biologicals  paid  separately 
when  provided  integral  to  a  surgical 
procedure  on  ASC  list;  payment  based 
on  OPPS  rate)  to  all  of  these  new  Level 
II  HCPCS  codes  and  added  the  codes  to 
the  list  of  covered  ancillary  services 
through  either  the  April  update 
(Transmittal  1698,  Change  Request 
6424,  dated  March  13,  2009)  or  the  July 
update  (Transmittal  1740,  Change 
Request  6496,  dated  May  22,  2009)  to 
the  CY  2009  ASC  payment  system. 
While  we  also  initially  assigned 
payment  indicator  “K2”  to  new  HCPCS 
code  Q4115  (Skin  substitute,  Alloskin, 
per  square  centimeter)  for  July  2009,  we 
are  correcting  that  assignment 
retroactive  to  July  2009  to  signify  that 
this  HCPCS  code  is  not  a  covered 
ancillary  service  because  it  is  not 
recognized  for  payment  under  the  OPPS 
during  that  same  time  period.  In  this  CY 
2010  OPPS/ASC  proposed  rule,  we  are 
soliciting  public  conunent  on  the 
proposed  CY  2010  ASC  payment 


indicators  and  payment  rates  for  the 
drugs  and  biologicals,  as  listed  in  Tables 
39  and  40  below.  Those  HCPCS  codes 
became  payable  in  ASCs,  beginning  in 
April  or  July  2009,  respectively,  and  are 
paid  at  the  ASC  rates  posted  for  the 
appropriate  calendar  quarter  on  the 
CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ASCPayment/. 

-  The  codes  listed  in  Table  39  are 
included  in  Addendum  BB  to  this 
proposed  rule.  However,  because 
HCPCS  codes  that  become  effective  for 
July  are  not  available  to  CMS  in  time  for 
incorporation  into  the  Addenda  to  the 
OPPS/ASC  proposed  rule,  our  policy  is 
to  include  these  HCPCS  codes  and  their 
CY  2010  proposed  payment  indicators 
and  payment  rates  in  the  preamble  to 
the  proposed  rule  but  not  in  the 
Addenda  to  the  proposed  rule.  These 
codes  and  their  final  payment  indicators 
^and  rates  will  be  included  in  the 
appropriate  Addendum  to  the  CY  2010 
OPPS/ASC  final  rule  with  comment 
period.  Thus,  the  codes  implemented  by 
the  July  2009  ASC  quarterly  update  and 
their  proposed  CY  2010  payment  rates 
(based  on  July  2009  ASP  data)  that  are 
displayed  in  Table  40  are  not  included 
in  Addendum  BB  to  this  proposed  rule. 
We  are  proposing  to  include  the  services 
reported  using  the  new  HCPCS  codes 
displayed  in  Tables  39  and  40  as 
covered  ancillary  services  for  payment 
to  ASCs  for  CY  2010.  The  final  list  of 
covered  ancillary  services  and  the 
associated  payment  weights  and 
payment  indicators  will  be  included  in 
the  CY  2010  OPPS/ASC  final  rule  with 
comment  period,  consistent  with  our 
annual  update  policy. 


Table  39— New  Level  II  HCPCS  Codes  for  Covered  Ancillary  Services  Implemented  in  April  2009 


- ! 

! 

Proposed  CY 

CY  2009  HCPCS  code 

CY  2009  long  descriptor  j 

2010  ASC 
payment 
indicator 

C9247  . 

lobenguane,  1-123,  diagnostic,  per  study  dose,  up  to  10  millicuries  . 

K2 

C9249  . 

j  Injection,  certolizumab  pegol,  1  mg  . .-. . 

K2 
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Table  40— New  Level  II  HCPCS  Codes  for  Covered  Ancillary  Services  Implemented  in  July  2009 


CY  2009  HCPCS  code 

,  j 

j 

CY  2009  long  descriptor  j 

i 

Proposed  CY  ! 

2010  ASC 
payment  indi¬ 
cator 

Proposed  CY 
2010  ASC 
payment  rate* 

C9250  . 

1 

Human  plasma  fibrin  sealant,  vapor-heated,  solvent-detergent  (Artiss),  ! 
2  ml. 

K2 

$155.00 

C9251  . 

Injection,  Cl  esterase  inhibitor  (human),  10  units . .'. . 

K2 

41.34 

C9252  . . 

Injection,  pierixafor,  1  mg . 

K2 

276.04 

C9253  . 

Injection,  temozolomide,  1  mg  . 

K2 

5.00 

C9360  . 

Dermal  substitute,  native,  non-denatured  collagen,  neonatal  bovine  ori¬ 
gin  (SurgiMend  Collagen  Matrix),  per  0.5  square  centimeters. 

.  K2  1 

14.31 

C9361  . 

Collagen  matrix  nerve  wrap  (NeuroMend  Collagen  Nerve  Wrap),  per 
0.5  centimeter  length. 

K2 

124.55 

C9362  . 

Porous  purified  collagen  matrix  bone  void  filler  (Integra  Mozaik 
Osteoconductive  Scaffold  Strip),  per  0.5  cc. 

K2 

56.71 

C9363- . 

Skin  substitute,  Integra  Meshed  Bitayer  Wound  Matrix,  per  square  cen¬ 
timeter. 

K2 

11.13 

C9364  . 

Porcine  implant,  Permacol,  per  square  centimeter . 

K2 

18.57 

02023  . 

Injection,  factor  viii  (antihemophilic  factor,  recombinant)  (Xyntha),  per 
i.u.. 

Skin  substitute,  Alloderm,  per  square  centimeter . 

K2 

1.15 

04116  . . . 

K2 

1  32.42 

Based  on  July  2009  ASP  information. 


C.  Proposed  Update  to  the  Lists  of  ASC 
Covered  Surgical  Procedures  and 
Covered  Ancillary  Services 

1.  Covered  Surgical  Procedures 

a.  Proposed  Additions  to  the  List  of  ASC 
Covered  Surgical  Procedures 
We  are  proposing  to  update  the  ASC 
list  of  covered  surgical  procedures  by 
adding  28  procedures  to  the  list. 
Twenty-six  of  these  procedures  were 
among  those  excluded  from  the  ASC  list 
for  CY  2009  because  we  believed  they 
did  not  meet  the  definition  of  a  covered 
surgical  procedure  based  on  our 
expectation  that  they  would  pose  a 
significant  safety  risk  to  Medicare 
beneficiaries  or  would  require  an 
overnight  stay  if  performed  in  ASCs. 
The  other  two  procedures,  specifically 
those  described  by  CPT  code  0200T 
(Percutaneous  sacral  augmentation 
(sacroplasty),  unilateral  injection{s), 
including  the  use  of  a  balloon  or 
mechanical  device  (if  utilized),  one  or 
more  needles)  and  CPT  code  0201T 
(Percutanepus  sacral  augmentation 
(sacroplasty),  bilateral  injections, 


including  the  use  of  a  balloon  or 
mechanical  device  (if  utilized),  two  or 
more  needles),  are  new  Category  III  CPT 
codes  that  became  effective  July  1,  2009, 
and  were  implemented  in  the  July  2009 
ASC  update  (Table  38  above).  As  a 
result  of  our  clinical  evaluation  of  the 
procedures  described  by  the  new 
Category  III  codes,  we  determined  that 
these  two  new  procedures  may  be 
appropriately  provided  to  Medicare 
beneficiaries  in  ASCs. 

In  response  to  comments  on  the  CY 
2009  proposed  rule,  we  stated  in  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68724)  that,  as 
we  developed  the  CY  2010  proposed 
rule,  we  would  perform  a 
comprehensive  review  of  the  APCs  in 
order  to  identify  potentially  inconsistent 
ASC  treatment  of  procedures  assigned  to 
a  single  APC  under  the  OPPS.  Thus,  we 
examined  surgical  procedures  that  are 
excluded  from  the  current  ASC  list  of 
covered*  surgical  procedures  and  the 
APCs  to  which  they  are  assigned  under 
the  OPPS.  We  identified  for  review  223 
excluded  surgical  procedures  that  were 


assigned  to  the  same  APCs  in  CY  2009 
as  one  or  more  ASC  covered  surgical 
procedures.  Based  upon  our  clinical 
review  of  those  procedures,  we 
determined  that  26  surgical  procedures 
may  be  appropriate  for  performance  in 
ASCs  and  are  proposing  to  add  them  to 
the  CY  2010  ASC  list  of  covered  surgical 
procedures  and  to  assign  payment 
indicator  “G2”  (Non  office-based 
surgical  procedure  added  in  CY  2008  or 
later;  payment  based  on  OPPS  relative 
payment  weight)  to  each  of  them.  We 
found  that  the  remaining  197  excluded 
procedures  would  pose  significant 
safety  risks  to  beneficiaries  or  would  be 
expected  to  require  an  overnight  stay  if 
provided  in  ASCs.^Therefore,  we  are  not 
proposing  to  add  those  197  procedures 
to  the  CY  2010  ASC  list  of  covered 
surgical  procedures. 

The  28  procedures  that  we  are 
proposing  to  add  to  the  ASC  list  of 
covered  surgical  procedures,  including 
their  HCPCS  code  short  descriptors  and 
proposed  CY  2010  payment  indicators, 
are  displayed  in  Table  41  below. 


Table  41— Proposed  New  ASC  Covered  Surgical  Procedures  for  CY  2010 


26037 
27475 
27479 
27720 

35460  .  j  Repair  venous  blockage 

35475 . 1  Repair  arterial  blockage 

41512 .  I  Tongue  suspension 

42225  .  Reconstruct  cleft  palate 

42227  . I  Lengthening  of  palate 
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Table  41— Proposed  New  ASC  Covered  Surgical  Procedures  for  CY  2010— Continued 


CY  2009  HCPCS  code 

1 

CY  2009  short  descriptor 

Proposed  CY 
2010  ASC 
payment 
indicator 

43130  . 

1 

Removal  of  esophagus  pouch  . . 

G2 

43752  . 

Nasal/orogastric  w/stent . 

G2 

45541  . 

Correct  rectal  prolapse  . 

G2 

49435  . 

Insert  subq  exten  to  ip  cath  . 

G2 

49436  . 

Embedded  ip  cath  exit-site  . . . 

G2 

49442  . 

Place  cecostomy  tube  perc  . . . 

G2 

50080  . 

Removal  of  kidney  stone  . 

G2 

50081  . 

Removal  of  kidney  stone  . 

G2 

50727  . 

Revise  ureter . 

G2 

51535  . 

Repair  of  ureter  lesion  . 

G2 

57295  . 

Revise  vag  graft  via  vagina  . 

G2 

60210  . 

Partial  thyroid  excision . 

G2 

60212  . 

Partial  thyroid  excision . 

G2 

60220  . 

Partial  removal  of  thyroid . . . 

G2 

60225  . 

Partial  removal  of  thyroid . 

G2 

61770  . 

Incise  skull  for  treatment . 

G2 

0193T  . 

Rf  bladder  neck  microremodel . . . 

G2 

0200T*  .., . 

Perq  sacral  augmt  unilat  inj  . 

G2 

0201 T*  . 

Perq  sacral  augmt  bilat  inj  . . . 

G2 

*  Indicates  codes  are  new,  effective  July  2009. 


Among  the  procedures  we  identified 
as  meeting  the  criteria  for  designation  as 
a  covered  surgical  procedure  was  CPT 
code  35475  (Transluminal  balloon 
angioplasty,  percutaneous; 
brachiocephalic  trunk  or  branches,  each 
vessel).  The  volume  and  utilization  data 
for  this  procedure  indicate  that  it  is 
most  frequently  performed  in  outpatient 
settings.  After  review,  our  CMS  medical 
advisors  found  that  it  would  be 
appropriate  to  propose  designation  of 
CPT  code  35475  as  an  ASC  covered 
surgical  procedure  for  CY  2010.  Related 
to  our  proposal  to  add  CPT  code  35475 
to  the  list  of  covered  surgical  procedmes 
is  our  concurrent  proposal  to  delete  two 
Level  II  HCPCS  codes  we  created 


effective  for  CY  2007,  HCPCS  codes 
G0392  (Transluminal  balloon 
angioplasty,  percutaneous;  for 
maintenance  of  hemodialysis  access, 
arteriovenous  fistula  or  graft;  arterial) 
and  G0393  (Transluminal  balloon 
angioplasty,  percutaneous;  for 
maintenance  of  hemodialysis  access, 
arteriovenous  fistula  or  graft;  venous)  to 
enable  ASCs  to  receive  Medicare 
payment  for  providing  the  angioplasty 
services  required  to  maintain  the 
arteriovenous  fistulae  that  are  important 
to  individuals  who  undergo  routine 
dialysis.  We  are  proposing  to  delete 
HCPCS  codes  G0392  and  G0393 
concurrently  with  the  designation  of 
CPT  code  35475  as  a  covered  surgical 


procedure  because  there  no  longer 
would  be  a  need  for  the  two  Level  II 
HCPCS  G-codes.  ASCs  would  be  able  to 
use  CPT  35475  and  CPT  code  35476 
(Transluminal  balloon  angioplasty, 
percutaneous;  venous),  which  was 
included  on  the  list  of  ASC  covered 
surgical  procedures  beginning  in  CY 
2008,  to  report  the  same  procedures 
currently  reported  by  HCPCS  codes 
G0392  and  G0393. 

Thus,  we  are  proposing  to  add  the  28 
surgical  procedures  listed  in  Table  41 
above  to  the  list  of  covered  ASC  surgical 
procedures  and  to  delete  the  HCPCS 
codes  displayed  in  Table  42  below. 


Table  42— HCPCS  Codes  Proposed  for  Deletion  Effective  CY  2010 


CY  2009  HCPCS  code  i 

1 

CY  2009  short  descriptor 

CY  2009  ASC  payment 
indicator 

G0392  .  , 

j  AV  fistula  or  graft  arterial  . 

A2 

G0393  . 

AV  fistula  or  graft  venous . .-. 

A2 

b.  Proposed  Covered  Surgical 
Procedures  Designated  as  Office-Based 

(1)  Background 

In  the  August  2,  2007  ASC  final  rule, 
we  finalized  our  policy  to  designate  as 
“office-based”  those  procedures  that  are 
added  to  the  ASC  list  of  covered 
surgical  procedures  in  CY  2008  or  later 
years  that  we  determine  are  performed 
predominantly  (more  than  50  percent  of 
the  time)  in  physicians  offices  based  on 
consideration  of  the  most  recent 
available  volume  and  utilization  data  for 


each  individual  procedure  code  and/or, 
if  appropriate,  the  clinical 
characteristics,  utilization,  and  volume 
of  related  codes.  In  that  rule,  we  also 
finalized  our  policy  to  exempt  all 
procedures  on  the  CY  2007  ASC  list 
from  application  of  the  office-based 
classification  (72  FR  42512).'The 
procedmes  that  were  added  to  the  ASC 
list  of  covered  surgical  procedures 
beginning  in  CY  2008  that  we 
determined  were  office-based  were 
identified  in  Addendum  AA  to  that  rule 
by  payment  indicator  “P2”  (Office- 


based  surgical  procedure  added  to  ASC 
list  in  CY  2008  or  later  with  MPFS 
nonfacility  PE  RVUs;  payment  based  on 
OPPS  relative  payment  weight);  “P3” 
(Office-based  surgical  procedure  added 
to  ASC  list  in  CY  2008  or  later  with 
MPFS  nonfacility  PE  RVUs;  payment 
based  on  MPFS  nonfacility  PE  RVUs);  or 
“R2”  (Office-based  surgical  procedure 
added  to  ASC  list  in  CY  2008  or  later 
without  MPFS  nonfacility  PE  RVUs; 
payment  based  on  OPPS  relative 
payment  weight),  depending  on  whether 
we  estimated  it  would  be  paid  according 
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to  the  standard  ASC  payment 
methodology  based  on  its  OPPS  relative 
payment  weight  or  at  the  MPFS 
nonfacility  PE  RVU  amount. 

Consistent  with  our  final  policy  to 
annually  review  and  update  the  list  of 
surgical  procedures  eligible  for  payment 
in  ASCs,  each  year  we  identify  surgical 
procedures  as  either  temporarily  or 
permanently  office-based  after  taking 
into  account  updated  volume  and 
utilization  data. 

(2)  Proposed  Changes  to  Covered 
Surgical  Procedures  Designated  as 
Office-Based  for  CY  2010 

In  developing  this  proposed  rule,  we 
followed  our  policy  to  annually  review 
and  update  the  surgical  procedures  for 
which  ASC  payment  is  made  and  to 
identify  new  procedures  that  may  be 
appropriate  for  ASC  payment,  including 
their  potential  designation  as  office- 
based.  We  reviewed  CY  2008  volume 
and  utilization  data  and  the  clinical 
characteristics  for  all  surgical 
procedures  that  are  assigned  payment 


indicator  “G2”  in  CY  2009,  as  well  as 
for  those  procedures  assigned  to  one  of 
the  temporary  office-based  payment 
indicators,  specifically  “P2*.”  “P3*,”  or 
“R2*”  in  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  (73  FR  68730 
through  68733).  As  a  result  of  that 
review,  we  are  proposing  to  newly 
designate  6  procedures  as  office-based 
for  CY  2010.  We  also  are  proposing  to 
make  permanent  the  office-based 
designations  of  4  surgical  procedures 
that  have  temporary  office-based 
designations  in  CY  2009. 

Our  review  of  CY  2008  volume  and 
utilization  data  resulted  in  our 
identification  of  6  surgical  procedures 
with  payment  indicators  “G2”  that  now 
meet  the  criteria  for  designation  as 
office-based.  The  data  indicate  the 
procedures  are  performed  more  than  50 
percent  of  the  time  in  physicians’ 
offices.  Our  medical  advisors  believe  the 
services  are  of  a  level  of  complexity 
consistent  with  other  procedures  that 
are  performed  routinely  in  physicians’ 


offices.  The  6  procedures  we  are 
proposing  to  permanently  designate  as 
office-based  are:  CPT  code  15852 
(Dressing  change  (for  other  than  bums) 
under  anesthesia  (other  than  local)); 

CPT  code  19105  (Ablation,  cryosurgical, 
of  fibroadenoma,  including  ultrasound 
guidance,  each  fibroadenoma);  CPT 
code  20555  (Placement  of  needles  or 
catheters  into  muscle  and/or  soft  tissue 
for  subsequent  interstitial  radioelement 
application  (at  the  time  of  or  subsequent 
to  the  procedure));  CPT  code  36420 
(Venipuncture,  cutdown;  younger  than 
age  1  year);  CPT  code  50386  (Removal 
(via  snare/capture)  of  internally 
dwelling  ureteral  stent  via  transurethral 
approach,  without  use  of  cystoscopy, 
including  radiological  supervision  and 
interpretation);  and  CPT  code  57022 
(Incision  and  drainage  of  vaginal 
hematoma;  obstetrical/postpartum). 
These  procedures  and  their  HCPCS  code 
short  descriptors  and  proposed  CY  2010 
payment  indicators  are  displayed  in 
Table  43  below. 


Table  43— ASC  Covered  Surgical  Procedures  Proposed  for  Office-Based  Designation  for  CY2010 


CY  2009  HCPCS  code 

1 

CY  2009  short  descriptor 

1 

CY  2009  ASC 
payment  indi-  : 
cator 

Proposed  CY 
2010  ASC 
payment 
indicator* 

15852  . 

Dressing  change  not  for  burn  . . . 

G2 

R2 

19105  . 

Cryosurg  ablate  fa,  each . 

G2 

P3 

20555  . 

Place  ndl  musc/tis  for  rt  . 

G2 

R2 

36420  . 

Vein  access  cutdown  <1  yr . 

G2 

R2 

50386  . 

Remove  stent  via  transureth  . 

G2 

P2 

57022  . 

1  &  d  vaginal  hematoma,  pp . 

G2 

R2 

*  Proposed  payment  indicators  are  based  on  a  comparison  of  the  proposed  rates  according  to  the  ASC  standard  ratesetting  methodology  and 
the  MPFS  proposed  rates.  Under  current  law,  the  MPFS  payment  rates  will  have  a  negative  update  for  CY  2010.  For  a  discussion  of  those  rates, 
we  refer  readers  to  the  June  2009  CY  2010  MPFS  proposed  rule. 


We  also  reviewed  CY  2008  volume 
and  utilization  data  and  other 
information  for  the  10  procedures  with 
temporary  office-based  designations  for 
CY  2009.  Among  these  10  procedures, 
there  were  no  claims  data  for  the  3 
procedures  with  CPT  codes  that  were 
new  in  CY  2009.  Those  3  new  procedure 
codes  are:  CPT  code  46930  (Destruction 
of  internal  hemorrhoid(s)  by  thermal 
energy  (eg,  infrared  coagulation, 
cautery,  radiofrequency));  CPT  code 
64455  (Injection(s),  anesthetic  agent 
and/or  steroid,  plantar  common  digital 
nerve(s)  (eg,  Morton’s  neuroma));  and 
CPT  code  64632  (Destruction  by 
neurolytic  agent;  plantar  common 
digital  nerve).  Consequently,  we  are 
proposing  to  maintain  their  temporary 
office-based  designations  for  CY  2010. 

As  a  result  of  our  review  of  the 
remaining  7  procedures  that  have 
temporary  office-based  designations  for 
CY  2009,  we  are  proposing  to  make 


permanent  the  office-based  designations 
for  4  procedures  for  CY  2010.  The  4 
surgical  procedure  codes  are:  CPT  code 
0084T  (Insertion  of  a  temporary 
prostatic  urethral  stent);  CPT  code 
21073  (Manipulation  of 
temporomandibular  joint(s)  (TMJ), 
therapeutic,  requiring  an  anesthesia 
service  (ie,  general  or  monitored 
anesthesia  care));  CPT  code  55876 
(Placement  of  interstitial  device(s)  for 
radiation  therapy  guidance  (eg,  fiducial 
markers,  dosimeter),  prostate  (via 
needle,  any  approach),  single  or 
multiple):  and  HCPCS  code  C9728 
(Placement  of  interstitial  device(s)  for 
radiation  therapy/surgery  guidance  (eg, 
fiducial  markers,  dosimeter),  other  than 
prostate  (any  approach),  single  or 
multiple).  Although  we  have  no 
Medicare  volume  and  utilization  data  in 
physicians’  offices  for  HCPCS  code 
C9728  because  this  code  is  not 
recognized  for  payment  under  the 


MPFS,  we  noted  in  the  CY  2009  OPPS/ 
ASC  proposed  rule  (73  FR41528)  that 
because  HCPCS  code  C9728  is 
analogous  to  CPT  code  55876,  we 
believe  they  should  be  paid  according  to 
the  same  ASC  payment  methodology 
under  the  ASC  payment  system.  The 
volume  and  utilization  data  for  CPT 
code  0084T,  21073,  and  55876  are 
sufficient  to  support  our  determination 
that  these  procedmes  are  most 
commonly  provided  in  physicians’ 
offices.  Therefore,  we  are  proposing  to 
make  permanent  the  office-based 
designations  for  the  four  procedures 
(including  HCPCS  code  C9728)  for  CY 
2010. 

We  are  not  proposing  to  make 
permanent  the  office-based  designations 
for  the  3  other  procedures  for  which  the 
CY  2009  office-based  designations  are 
temporary  because  we  do  not  believe 
that  the  currently  available  volume  and 
utilization  data  provide  an  adequate 
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basis  for  proposing  permanent  office- 
based  designations.  Rather,  available 
data  support  our  determination  that 
maintaining  the  temporary  office-based 
designation  is  appropriate  for  CY  2010 
for  CPT  code  0099T  (Implantation  of 
intrastromal  corneal  ring  segments); 

CPT  code  0124T  (Conjunctival  incision 
with  posterior  extrascleral  placement  of 
pharmacological  agent  (does  not  include 
supply  of  medication));  and  CPT  code 


67229  (Treatment  of  extensive  or 
progressive  retinopathy,  1  or  more 
sessions;  preterm  infant  (less  than  37 
weeks  gestation  at  birth),  performed 
from  birth  up  to  1  year  of  age  (eg, 
retinopathy  of  prematurity), 
photocoagulation  or  cryotherapy).  Thus, 
we  are  proposing  to  maintain  die 
temporary  office-based  designation  for 
those  procedures  for  CY  2010. 

The  procedures  that  we  are  proposing 
to  permanently  designate  as  office-based 


for  CY  2010  are  displayed  in  Table  44 
below.  The  procedures  that  we  are 
proposing  to  continue  to  temporarily 
designate  as  office-based  for  CY  2010 
are  displayed  in  Table  45  below.  The 
procedures  for  which  the  proposed 
office-based  designation  for  CY  2010  is 
temporary  also  are  indicated  by  an 
asterisk  in  Addendum  AA  to  this 
proposed  rule. 


Table  44 — CY  2009  Temporarily  Designated  Office-Based  ASC  Covered  Surgical  Procedures  Proposed  for 

Permanent  Office-Based  Designation  for  CY  2010 


! 

CY  2009  HCPCS  code 

i 

_ i 

CY  2009  short  descriptor 

CY  2009  ASC 
payment  indi¬ 
cator 

Proposed  CY 
2010  ASC 
payment 
indicator** 

Temp  prostate  urethral  stent . 

R2* 

R2 

Mnpj  of  tmj  w/anesth . 

P3* 

P3 

Place  rt  device/marker,  pros  . 

P3* 

P3 

C9728  . 

Place  device/marker,  non  pro  . 

R2* 

R2 

*  If  designation  is  temporary. 

**  Proposed  payment  indicators  are  based  on  a  comparison  of  the  proposed  rates  according  to  the  ASC  standard  ratesetting  methodology  and 
the  MPFS  proposed  rates.  Under  cCirrent  law,  the  MPFS  payment  rates  will  have  a  negative  update  for  CY  2010.  For  a  discussion  of  those  rates, 
we  refer  readers  to  the  June  2009  CY  2010  MPFS  proposed  rule. 


I 


Table  45— CY  2009  Temporarily  Designated  Office-Based  ASC  Covered  Surgical  Procedures  Proposed  for 

Temporary  Office-Based  Designation  in  CY  2010 


0099T 

0124T 

46930 

64455 

64632 

67229 


CY  2009  HCPCS  code 


Implant  corneal  ring  . 

Conjunctival  drug  placement 
Destroy  internal  hemorrhoids 

N  block  in],  plantar  digit  . 

N  block  in],  common  digit . 

Tr  retinal  les  preterm  inf . 


Proposed  CY 


CY  2009  short  descriptor 


2010  ASC 
payment 
indicator** 


R2* 

R2* 

P3* 

P3* 

P3* 

R2* 


*  If  designation  is  temporary. 

**  Proposed  payment  indicators  are  based  on  a  con^arison  the  proposed  rates  according  to  the  ASC  standard  ratesetting  methodology  and 
the  MPFS  proposed  rates.  Under  current  law,  the  MPFS  payment  rates  will  have  a  negative  update  for  CY  201 0.  For  a  discussion  of  those  rates, 
we  refer  010  MPFS  proposed  rule. 


c.  ASC-Covered  Surgical  Procedures 
Designated  as  Device-Intensive 

(1)  Background 

As  discussed  in  the  August  2,  2007 
ASC  final  rule  (72  FR  42503  through 
42508),  we  adopted  a  modified  payment 
methodology  for  calculating  the  ASC 
payment  rates  for  covered  surgical 
procedures  that  are  assigned  to  the 
subset  of  OPPS  device-dependent  APCs 
with  a  device  offset  percentage  greater 
than  50  percent  of  the  APC  cost  under 
the  OPPS,  in  order  to  ensure  that 
payment  for  the  procedure  is  adequate 
to  provide  packaged  payment  for  the 
high-cost  implantable  devices  used  in 
those  procedures.  We  assigned  payment 
indicators  “H8”  (Device-intensive 
procedure  on  ASC  list  in  CY  2007;  paid 
at  adjusted  rate)  and  “J8”  (Device¬ 
intensive  procedure  added  to  ASC  list 


in  CY2008  or  later;  paid  at  adjusted  rate) 
to  identify  the  procedures  that  were 
eligible  for  ASC  payment  calculated 
according  to  the  modified  methodology, 
depending  on  whether  the  procedure 
was  included  on  the  ASC  list  of  covered 
surgical  procedures  prior  to  CY  2008 
and,  therefore,  subject  to  transitional 
payment  as  discussed  in  the  CY  2009 
OPPS/ ASC  final  rule  with  comment 
period  (73  FR  68739  through  68742). 

The  52  device-intensive  procedures  for 
which  the  modified  rate  calculation 
methodology  applies  in  CY  2009  were 
displayed  in  Table  47  cmd  in  Addendum 
AA  to  the  CY  2009  OPPS/ ASC  final  rule 
with  comment  period  (73  FR  68736 
through  68738  and  68840  through 
68933). 


(2)  Proposed  Changes  to  List  of  Covered 
Surgical  Procedures  Designated  as 
Device-Intensive  for  CY  2010 

We  are  proposing  to  update  the  ASC 
list  of  covered  surgical  procedxu’es  that 
are  eligible  for  payment  according  to  the 
device-intensive  procedure  payment 
methodology  for  CY  2010,  consistent 
with  the  proposed  OPPS  device¬ 
dependent  APC  update,  reflecting  the 
proposed  APC  assignments  of 
procedures,  designation  of  APCs  as 
device-dependent,  and  APC  device 
offset  percentages  based  on  CY  2008 
OPPS  claims  data.  The  OPPS  device-  " 
dependent  APCs  are  discussed  further 
in  section  II.A.2.d.(l)  of  this  proposed 
rule.  The  ASC  covered  surgical 
procedures  that  we  are  proposing  to 
designate  as  device-intensive  and  that 
would  be  subject  to  the  device-intensive 
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procedure  payment  methodology  for 
CY2010  are  listed  in  Table  46  below. 
The  HCPCS  code,  the  HCPCS  code  short 
descriptor,  the  proposed  CY2010  ASC 
payment  indicator,  the  proposed  CY 


2010  OPPS  APC  assignment,  and  the 
proposed  CY  2010  OPPS  APC  device 
offset  percentage  are  also  listed  in  Table 
46  below.  Each  proposed  device¬ 
intensive  procedure  is  assigned 


payment  indicator  “H8”  or  “J8,” 
depending  on  whether  it  is  subject  to 
transitional  payment,  and  all  of  these 
procedures  are  included  in  Addendum 
AA  to  this  proposed  rule. 


Table  46— ASC  Covered  Surgical  Procedures  Proposed  for  Device-Intensive  Designation  for  CY  2010 


I 

CY  2009 
HCPCS  code  ' 

! 

j 

CY  2009  short  descriptor  1 

1 

1 

Proposed  i 
CY  2010  ! 

ASC  1 

payment 
indicator  | 

1 

Proposed  ' 
CY2010  1 

OPPS  APC 

OPPS  APC  title 

Proposed 
CY  2010 
device-de¬ 
pendent 
APC  offset 
percentage 

24361  .  1 

Reconstruct  elbow  joint  . 

H8  1 

0425  i 

Level  II  Arthroplasty  or  Implantation  with  | 
Prosthesis. 

57 

24363  .  i 

Replace  elbow  joint  . 

H8  j 

0425  1 

Level  II  Arthroplasty  or  Implantation  with  ^ 
Prosthesis. 

57 

24366  .  i 

Reconstruct  head  of  radius  . 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  i 
Prosthesis. 

57 

25441  . 

Reconstruct  wrist  joint  . 

H8  1 

0425  -  ! 

j 

Level  II  Arthroplasty  or  Implantation  with 
Prosthesis. 

57 

25442  . 

Reconstruct  wrist  joint  . 

H8. 

0425  1 

Level  II  Arthroplasty  or  Implantation  with 
Prosthesis. 

57 

m 

25446  . 

Wrist  replacement . 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with 
Prosthesis. 

57 

27446  . 

Revision  of  knee  joint  . 

J8 

0425 

Level  II  Arthroplasty  or  Implantation  with 
Prosthesis. 

57 

33206  . 

Insertion  of  heart  pacemaker . 

J8 

0089 

Insertion/Replacement  of  Permanent 
Pacemaker  and  Electrodes. 

71 

33207  . 

Insertion  of  heart  pacemaker . 

J8  • 

0089 

Insertion/Replacement  of  Permanent 
Pacemaker  and  Electrodes. 

71 

33208  . 

Insertion  of  heart  pacemaker . 

J8 

0655 

Insertion/Replacement/Conversion  of  a 
permanent  dual  chamber  pacemaker. 

75 

33212  . 

Insertion  of  pulse  generator . 

H8 

0090 

Insertion/Replacement  of  Pacemaker 
Pulse  Generator. 

73 

33213  . 

Insertion  of  pulse  generator . 

H8 

0654 

Insertion/Replacement  of  a  permanent 
dual  chamber  pacemaker. 

74 

33214  . 

Upgrade  of  pacemaker  system  . 

J8 

0655 

Insertion/Replacement/Conversion  of  a 
permanent  dual  chamber  pacemaker. 

75 

33224  . 

Insert  pacing  lead  &  connect . 

J8 

0418 

Insertion  of  Left  Ventricular  Pacing  Elect. 

81 

33225  . 

Lventric  pacing  lead  add-on  . 

J8 

0418 

Insertion  of  Left  Ventricular  Pacing  Elect. 

81 

33240  . 

Insert  pulse  generator . 

J8 

0107. 

Insertion  of  Cardioverter-Defibrillator . 

88 

33249  . 

Eltrd/insert  pace-defib . 

J8 

0108 

Insertion/Replacement/Repair  of 

Cardioverter-Defibrillator  Leads. 

88 

33282  . 

Implant  pat-active  ht  record . 

J8 

0680 

Insertion  of  Patient  Activated  ‘Event  Re¬ 
corders. 

73 

53440  . 

Male  sling  procedure  . 

H8 

0385 

Level  1  Prosthetic  Urological  Procedures 

58 

53444  . 

Insert  tandem  cuff . 

H8 

^  0385 

Level  1  Prosthetic  Urological  Procedures 

58 

53445  . 

Insert  uro/ves  nek  sphincter  . 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures 

70 

53447  . 

Remove/replace  ur  sphincter . 

H8 

.0386 

Level  II  Prosthetic  Urological  Procedures 

70 

54400  . 

Insert  semi-rigid  prosthesis . 

H8 

0385 

Level  1  Prosthetic  Urological  Procedures 

58 

54401  . 

Insert  self-contd  prosthesis . 

H8  _ 

0386 

Level  II  Prosthetic  Urological  Procedures 

70 

54405  . 

Insert  multi-comp  penis  pros  . 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures 

70 

54410  . 

Remove/replace  penis  prosth . 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures 

70 

54416  . 

Remv/repI  penis  contain  pros . 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures 

70 

55873  . 

Cryoablate  prostate  . 

H8 

0674 

Prostate  Cryoablation  . 

56 

61885  . 

Insrt/redo  neurostim  1  array  . 

H8 

0039 

Level  1  Implantation  of  Neurostimulator 
Generator. 

85 

61886  . 

Implant  neurostim  arrays  . 

H8 

0315 

Level  II  Implantation  of  Neurostimulator 
Generator. 

88 

62361  . 

Implant  spine  infusion  pump . 

H8 

0227 

Implantation  of  Drug  Infusion  Device  . 

1  82 

62362  . 

Implant  spine  infusion  pump  .•. . 

H8 

0227 

Implantation  of  Drug  Infusion  Device  . 

1  82 

63650  . 

Implant  neuroelectrodes  . 

H8 

1 

0040 

Percutaneous  Implantation  of 

Neurostimulator  Electrodes. 

!  58 

63655  . 

Implant  neuroelectrodes  . . . 

J8 

0061 

j 

Laminectomy,  Laparoscopy,  or  Incision 
:  for  Implantation  of  Neurostimulator 

1  Electr. 

63 

1 

63685  . 

Insrt/redo  spine  n  generator  . 

H8 

0039 

i  Level  1  Implantation  of  Neurostimulator 
j  '  Generator. 

85 

64553  . 

1  Implant  neuroelectrodes' . 

1 

H8 

0040 

1 

1  Percutaneous  Implantation  of 

Neurostimulator  Electrodes. 

58  • 

64555  . 

1  Implant  neuroelectrodes  . 

J8 

i  0040 

! 

Percutaneous  Implantation  of 

1  Neurostimulator  Electrodes. 

1  58 

35384 


Federal  Register / Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


Table  46— ASC  Covered  Surgical  Procedures  Proposed  for  Device-Intensive  Designation  for  CY  2010— 

Continued 


CY  2009 
HCPCS  code 

< 

CY  2009  short  descriptor 

Proposed 

CY  2010 
ASC 
payment 
indicator 

Proposed 
CY  2010 
OPPS  APC 

1 

OPPS  APC  title 

i 

Proposed 
CY  2010 
device-de- 
pendent 
APC  offset 
percentage 

64560  . 

Implant  neuroelectrodes  . 

J8 

0040 

Percutaneous  Implantation  of 

58 

64561  . 

Implant  neuroelectrodes  . . 

H8 

0040 

Neurostimulator  Electrodes. 
Percutaneous  Implantation  of 

58 

64565  . 

Implant  neuroelectrodes  . 

J8 

0040 

Neurostimulator  Electrodes. 
Percutaneous  Implantation  of 

58 

64573  . 

Implant  neuroelectrodes  . 

H8 

0225 

Neurostimulator  Electrodes. 

Implantation  of  Neurostimulator  Elec- 

73 

64575  . 

Implant  neuroelectrodes  . 

H8 

0061 

trodes,  Cranial  Nerve. 

Laminectomy,  Laparoscopy,  or  Incision 

63 

64577  . 

Implant  neuroelectrodes  . . 

H8 

0061 

for  Implantation  of  Neurostimulator 
Electr. 

Laminectomy,  Laparoscopy,  or  Incision 

63 

1 

64580  . 

Implant  neuroelectrodes  . 

H8 

0061 

for  Implantation  of  Neurostimulator 
Electr. 

Laminectomy,  Laparoscopy,  or  Incision 

63 

64581  . 

Implant  neuroelectrodes  . 

H8 

0061 

for  Implantation  of  Neurostimulator 
Electr. 

Laminectomy,  Laparoscopy,  or  Incision 

63 

64590  . 

Insrt/redo  pn/gastr  stimul  . 

H8 

0039 

for  Implantation  of  Neurostimulator 
Electr. 

Level  1  Implantation  of  Neurostimulator 

85 

65770  . 

Revise  cornea  with  implant  . 

H8 

0293 

Generator. 

Level  V  Anterior  Segment  Eye  Proce- 

59 

69714  . 

Implant  temple  bone  w/stimul . 

H8 

0425 

dures. 

Level  II  Arthroplasty  or  Implantation  with 

57 

69715  . 

Temple  bne  impint  w/stimulat . 

H8 

0425 

Prosthesis. 

Level  II  Arthroplasty  or  Implantation  with 

57 

69717  . 

Temple  bone  implant  revision  . 

H8 

0425 

I  Prosthesis. 

Level  II  Arthroplasty  or  Implantation  with 

57 

69718  . 

1  Revise  temple  bone  implant . 

H8 

1  0425 

Prosthesis. 

i  Level  II  Arthroplasty  or  Implantation  with 

57 

69930  . 

i 

Implant  cochlear  device . 

H8 

0259 

i  Prosthesis. 

1  Level  VII  ENT  Procedures . 

85 

J _ 

d.  ASC  Treatment  of  Surgical 
Procedures  Proposed  for  Removal  From 
the  OPPS  Inpatient  List  for  CY  2010 

As  we  discussed  in  the  CY  2009 
OPPS/ ASC  final  rule  with  comment 
period  (73  FR  68724),  we  adopted  a 
policy  to  include  in  our  annual 
evaluation  procedvues  proposed  for 
removal  from  the  OPPS  inpatient  list  for 
possible  inclusion  on  the  ASC  list  of 
covered  surgical  procedures.  We 
evaluated  each  of  the  3  procedures  we 
are  proposing  to  remove  from  the  OPPS 
inpatient  list  for  CY  2010  according  to 
the  criteria  for  exclusion  from  the  list  of 
covered  ASC  surgical  procedures.  We 
believe  that  all  of  these  procedures 
should  continue  to  be  excluded  from  the 
ASC  list  of  covered  surgical  procediues 
for  CY  2010  because  they  would  be 
expected  to  pose  a  significemt  risk  to 
beneficiary  safety  in  ASCs  or  would  be 
expected  to  require  an  overnight  stay. 

A  full  discussion  about  the  APC 
Panel’s  recommendations  regarding  the 
removal  of  procedures  from  the  OPPS 
inpatient  list  for  CY  2010  and  the 


procedures  we  are  proposing  to  remove 
from  the  OPPS  inpatient  list  for  CY  2010 
may  be  found  in  section  XI.B.  of  this 
proposed  rule.  The  HCPCS  codes  for 
these  procedures  and  their  long 
descriptors  are  listed  in  Table  47  below. 

Table  47— Procedures  Proposed 
FOR  Exclusion  From  the  ASC 
List  of  Covered  Procedures 
FOR  CY  2010  That  Are  Proposed 
FOR  Removal  From  the  OPPS  In¬ 
patient  List 


CY  1 
2009  1 
HCPCS  ! 
code  j 

.  CY  2009  long  descriptor 

21256 

i 

Reconstruction  of  orbit  with 
osteotomies  (extracranial)  and 
with  bone  grafts  (includes  obtain¬ 
ing  autografts)  (eg,  micro-oph¬ 
thalmia). 

27179 

Open  treatment  of  slipped  femoral 
epiphysis:  osteoplasty  of  femoral 

neck  (Heyman  type  procedure). 

51060 

Transvesical  ureterolithotomy. 

2.  Covered  Ancillary  Services 

Consistent  with  the  established  ASC 
payment  system  policy,  we  are 
proposing  to  update  the  ASC  list  of 
covered  ancillary  services  to  reflect  the 
proposed  payment  status  for  the 
services  under  the  CY  2010  OPPS. 
Maintaining  consistency  with  the  OPPS 
may  result  in  proposed  changes  to  ASC 
payment  indicators  for  some  covered 
ancillary  items  and  services  because  of 
changes  that  are  being  proposed  under 
the  OPPS  for  CY  2010.  For  example,  a 
covered  ancillary  service  that  was 
separately  paid  under  the  revised  ASC 
payment  system  in  CY  2009  may  be 
proposed  for  packaged  status  under  the 
CY  2010  OPPS  and,  therefore,  also 
under  the  ASC  payment  system  for  CY 
2010.  Comment  indicator  “CH,” 
discussed  in  section  XV.F.  of  this 
proposed  rule,  is  used  in  Addendum  BB 
to  this  proposed  rule  to  indicate  covered 
ancillary  si^rvices  for  which  we  are  , 
proposing  a  change  in  the  ASC  payment 
indicator  to  reflect  a  proppsed  change  in 
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the  OPPS  treatment  of  the  service  for  CY 
2010. 

Except  for  the  Level  II  HCPCS  codes 
listed  in  Table  40  of  this  proposed  rule, 
all  ASC  covered  ancillary  services  and 
their  proposed  payment  indicators  for 
CY  2010  are  included  in  Addendum  BB 
to  this  proposed  rule. 

D.  Proposed  ASC  Payment  for  Covered 
Surgical  Procedures  and  Covered 
Ancillary  Services 

1 .  Proposed  Payment  for  Covered 
Surgical  Procedures 

a.  Background 

Our  ASC  payment  policies  for 
covered  surgical  procedures  under  the 
revised  ASC  payment  system  are  fully 
described  in  the  CY  2008  OPPS/ ASC 
final  rule  with  comment  period  (72  FR 
66828  through  66831).  Under  our 
established  policy  for  the  revised  ASC 
payment  system,  the  ASC  standard 
ratesetting  methodology  of  multiplying 
the  ASC  relative  payment  weight  for  the 
procedure  by  the  ASC  conversion  factor 
for  that  same  year  is  used  to  calculate 
the  national  unadjusted  payment  rates 
for  procedures  with  payment  indicator 
“G2.”  For  procedures  assigned  payment 
indicator  “A2,”  our  final  policy 
established  blended  rates  to  be  used 
during  the  transitional  period  and, 
beginning  in  CY  2011,  ASC  rates 
calculated  according  to  the  ASC 
standard  ratesetting  methodology.  The 
rate  calculation  established  for  device¬ 
intensive  procedures  (payment 
indicators  “H8”and  “J8”)  is  structured 
so  that  the  packaged  device  payment 
amount  is  Ae  same  as  under  the  OPPS, 
and  only  the  service  portion  of  the  rate 
is  subject  to  the  ASC  standard 
ratesetting  methodology.  In  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68722  through  68759),  we 
updated  the  CY  2008  ASC  payment 
rates  for  ASC  covered  surgical 
procedures  with  payment  indicators  of 
“A2,”  “G2,”  “H8,”and  “J8”  using  CY 
2007  data,  consistent  with  the  CY  2009 
OPPS  update.  Payment  rates  for  device¬ 
intensive  procedures  also  were  updated 
to  incorporate  the  CY  2009  OPPS  device 
offset  percentages. 

Payment  rates  for  office-based 
procedures  (payment  indicators  “P2,” 
“P3,”  and  “R2”)  are  the  lower  of  the 
MPFS  nonfacility  PE  RVU  amount  (we 
refer  readers  to  the  June  2009  CY  2010 
MPFS  proposed  rule)  or  the  amount 
calculated  using  the  ASC  standard 
ratesetting  methodology  for  the 
procedure.  In  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68722  through  68759),  we  updated  the 
payment  amounts  for  office-based 
procedures  (payment  indicators  “P2,” 


“P3,”  and  “R2”)  using  the  most  recent 
available  MPFS  and  OPPS  data.  We 
compared  the  estimated  CY  2009  rate 
for  each  of  the  office-based  procedures, 
calculated  according  to  the  ASC 
standard  ratesetting  methodology,  to  the 
MPFS  nonfacility  PE  RVU  amount  to 
determine  which  was  lower  and, 
therefore,  would  be  the  CY  2009 
payment  rate  for  the  procedure 
according  to  the  final  policy  of  the 
revised  ASC  payment  system  (see 
§416.171(d)). 

b.  Proposed  Update  to  ASC-Covered 
Surgical  Procedure  Payment  Rates  for 
CY  2010 

We  are  proposing  to  update  ASC 
payment  rates  for  CY  2010  using  the 
established  rate  calculation 
methodologies  under  §  416.171.  Thus, 
we  are  proposing  to  calculate  CY  2010 
payments  for  procedures  subject  to  the 
transitional  payment  methodology 
(payment  indicators  “A2”  and  “H8”) 
using  a  blend  of  75  percent  of  the 
proposed  CY  2010  ASC  rate  calculated 
according  to  the  ASC  standard 
ratesetting  methodology  and  25  percent 
of  the  CY  2007  ASC  payment  rate, 
incorporating  the  device-intensive 
procedure  methodology,  as  appropriate, 
for  procedures  assigned  ASC  payment 
indicator  “H8.”  We  are  proposing  to  use 
the  amount  calculated  under  the  ASC 
standard  ratesetting  methodology  for 
procedures  assigned  payment  indicator 
“G2”  because  these  procedures  are  not 
subject  to  the  transitional  payment 
methodology. 

We  are  proposing  payment  rates  for 
office-based  procedures  (payment 
indicators  “P2,”  “P3,”  and  “R2”)  and 
device-intensive  procedures  not  subject 
to  transitional  payment  (payment 
indicator  “J8”)  calculated  according  to 
our  established  policies.  Thus,  we  are 
proposing  to  update  the  payment 
amounts  for  device-intensive 
procedures  based  on  the  CY  2010  OPPS 
proposal  that  reflects  updated  OPPS 
device  offset  percentages,  and  to  make 
payment  for  office-based  procedures  at 
the  lesser  of  the  CY  2010  proposed 
MPFS  nonfacility  PE  RVU  amount  or 
the  proposed  CY  2010  ASC  payment 
amount  calculated  according  to  the  ASC 
standard  ratesetting  methodology. 

c.  Proposed  Adjustment  to  ASC 
Payments  for  No  Cost/Full  Credit  and 
Partial  Credit  Devices 

Our  ASC  policy  with  regard  to 
payment  for  costly  devices  implanted  in 
ASCs  at  no  cost  or  with  full  or  partial 
credit  as  set  forth  in  §  416.179  is 
consistent  with  the  OPPS  policy.  The 
proposed  CY  2010  OPPS  APCs  and  « 
devices  subject  to  the  adjustment  policy 


are  discussed  in  section  IV.B.2.  of  this 
proposed  rule.  The  established  ASC 
policy  includes  adoption  of  the  OPPS 
policy  for  reduced  payment  to  providers 
when  a  specified  device  is  furnished 
without  cost  or  with  full  or  partial  credit 
for  the  cost  of  the  device  for  those  ASC 
covered  surgical  procedures  that  are 
assigned  to  APCs  under  the  OPPS  to 
which  this  policy  applies.  We  refer 
readers  to  the  CY  2009  OPPS/ASC  final 
rule  with  comment  period  for  a  full 
discussion  of  the  ASC  payment 
adjustment  policy  for  no  cost/full  credit 
and  partial  credit  devices  (73  FR  68742 
through  68745). 

Consistent  with  the  OPPS,  we  are 
proposing  to  update  the  list  of  ASC 
covered  device-intensive  procedures 
and  devices  that  would  be  subject  to  the 
no  cost/full  credit  and  partial  credit 
device  adjustment  policy  for  CY  2010. 
Table  48  below  displays  the  ASC 
covered  device-intensive  procedures 
that  we  are  proposing  would  be  subject 
to  the  no  cost/ full  credit  and  partial 
credit  device  adjustment  policy  for  CY 
2010.  When  a  procedure  that  Is  listed  in 
Table  48  is  performed  to  implant  a 
device  that  is  listed  in  Table  49,  where 
that  device  is  furnished  at  no  cost  or 
with  full  credit  from  the  manufacturer, 
the  ASC  must  append  the  HCPCS  “FB” 
modifier  on  the  line  with  the  procedure 
to  implant  the  device.  The  contractor 
would  reduce  payment  to  the  ASC  by 
the  device  offset  amount  that  we 
estimate  represents  the  cost  of  the 
device  when  the  necessary  device  is 
furnished  without  cost  to  the  ASC  or 
with  full  credit.  We  would  provide  the 
same  amount  of  payment  reduction 
based  on  the  device  offset  amount  in 
ASCs  that  would  apply  under  the  OPPS 
under  the  same  circumstances.  We 
continue  to  believe  that  the  reduction  of 
ASC  payment  in  these  circumstances  is 
necessary  to  pay  appropriately  for  the 
covered  surgical  procedure  being 
furnished  by  the  ASC. 

We  also  are  proposing  to  reduce  the 
payment  for  implantation  procedures 
listed  in  Table  48  by  one-half  of  the 
device  offset  amount  that  would  be 
applied  if  a  device  was  provided  at  no 
cost  or  with  full  credit,  if  the  credit  to 
the  ASC  is  50  percent  or  more  of  the 
cost  of  the  new  device.  The  ASC  must 
append  the  HCPCS  “FC”  modifier  to  the 
HCPCS  code  for  a  surgical  procedure 
listed  in  Table  48  when  the  facility 
receives  a  partial  credit  of  50  percent  or 
more  of  the  cost  of  a  device  listed  in 
Table  49  below.  In  order  to  report  that 
they  received  a  partial  credit  of  50 
percent  or  more-  of  the  cost  of  a  new 
device,  ASCs  have  the  option  of  either: 
(1)  submitting  the  claim  for  the  device 
replacement  procedure  to  their 
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Medicare  contractor  after  the 
procedure’s  performance  but  prior  to 
manufacturer  acknowledgment  of  credit 
for  the  device,  and  subsequently 
contacting  the  contractor  regarding  a 
claim  adjustment  once  the  credit 


determination  is  made;  or  (2)  holding 
the  claim  for  the  device  implantation 
procedure  until  a  determination  is  made^ 
by  the  manufacturer  on  the  partial  credit 
and  submitting  the  claim  with  the  “FC” 
modifier  appended  to  the  implantation 


procedure  HCPCS  code  if  the  partial 
credit  is  50  percent  or  more  of  the  cost 
of  the  replacement  device.  Beneficiary 
coinsurance  would  continue  to  be  based 
on  the  reduced  payment  amount. 


Table  48— Proposed  Procedures  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment 

Policy  Would  Apply  in  CY  2010 


CY  2009  i 
HCPCS  I 
code 

- T 

j 

CY  2009  short 
descriptor  i 

Proposed  1 
CY2010  ] 

ASC  1 

payment  * 
indicator  I 
j 

Proposed 

CY  2010 
OPPS 

APC 

1 

1 

OPPS  APC  title  1 

! 

i 

i 

Proposed 
CY2010  ! 

OPPS  full  ; 
APC  offset  i 
percentage  : 

Proposed 

CY  2010 
OPPS 
partial  APC 
offset 

percentage 

24361  ... 

*  ^ 

Reconstruct  elbow  joint 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros-  j 
thesis.  ! 

57  i 

1 

28 

24363  ...  I 

Replace  elbow  joint . 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros-  i 
thesis. 

57  1 

i 

28 

24366  ... 

Reconstruct  head  of  ra¬ 
dius. 

H8 

0425 

Level  11  Arthroplasty  or  implantation  with  Pros¬ 
thesis. 

57  1 

i 

28 

25441  ... 

Reconstruct  wrist  joint .. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

57 

28 

25442  ... 

Reconstruct  wrist  joint  .. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

57 

28 

25446  ... 

Wrist  replacement . 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

57 

28 

27446  ... 

Revision  of  knee  joint  .. 

J8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

57 

.  28 

33206  ... 

Insertion  of  heart  pace¬ 
maker. 

J8 

0089 

Insertion/Replacement  of  Permanent  Pace¬ 
maker  and  Electrodes. 

71 

35 

33207  ... 

Insertion  of  heart  pace¬ 
maker. 

J8 

0089 

Insertion/Replacement  of  Permanent  Pace¬ 
maker  and  Electrodes. 

71 

■  35 

33208  ...' 

Insertion  of  heart  pace¬ 
maker. 

J8 

0655 

Insertion/Replacement/Conversion  of  a  perma¬ 
nent  dual  chamber  pacemaker. 

75 

37 

33212  ... 

Insertion  of  pulse  gen¬ 
erator. 

H8 

0090 

Insertion/Replacement  of  Pacemaker  Pulse 
Generator. 

73 

37 

33213  ... 

Insertion  of  pulse  gen¬ 
erator. 

H8 

0654 

Insertion/Replacement  of  a  permanent  dual 
chamber  pacemaker. 

74 

37 

33214  ... 

Upgrade  of  pacemaker 
system. 

J8 

0655 

Insertion/Replacement/Conversion  of  a  perma¬ 
nent  dual  chamber  pacemaker. 

75 

37 

33224  ... 

Insert  pacing  lead  & 
connect. 

J8 

0418 

Insertion  of  Left  Ventricular  Pacing  Elect . 

81 

40 

33225  ... 

Lventric  pacing  lead 
add-on. 

J8 

0418 

Insertion  of  Left  Ventricular  Pacing  Elect . 

81 

40 

33240  ... 

Insert  pulse  generator  .. 

J8 

0107 

Insertion  of  Cardioverter-Defibrillator  . 

88 

44 

33249  ... 

Eltrd/insert  pace-defib  .. 

J8 

0108 

Insertion/Replacement/Repair  of  Cardioverter- 
Defibrillator  Leads. 

88 

44 

33282  ... 

Implant  pat-active  ht 
record. 

J8 

0680 

Insertion  of  Patient  Activated  Event  Recorders 

73 

36 

53440  ... 

Male  sling  procedure  ... 

H8 

0385 

Level  1  Prosthetic  Urological  Procedures  . 

58 

29 

53444  ... 

Insert  tandem  cuff . 

H8 

0385 

Level  1  Prosthetic  Urological  Procedures  . 

58 

29 

53445  ... 

Insert  uro/ves  nek 
sphincter. 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures  . 

70 

35 

53447  ... 

Remove/replace  ur 
sphincter. 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures  . 

70 

35 

54400  ... 

Insert  semi-rigid  pros¬ 
thesis. 

H8 

0385 

i 

Level  1  Prosthetic  Urological  Procedures  . 

58 

29 

54401  ... 

Insert  self-contd  pros- 
i  thesis. 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures  . 

70 

35 

54405  ... 

j  Insert  multi-comp  penis 
j  pros. 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures  . 

70 

35 

54410  ... 

1  Remove/replace  penis 
j  prosth. 

H8 

0386 

Level  II  Prosthetic  Urological  Procedures  . 

j 

70 

35 

54416  ... 

1  Remv/repI  penis  con- 
1  tain  pros. 

H8 

1  0386 

Level  II  Prosthetic  Urological  Procedures  . 

1 

70 

35 

1 

61885  ... 

Insrt/redo  neurostim  1 
!  array. 

H8 

1  0039 

1  Level'l  Implantation  of  Neurostimulator  Gener- 
1  ator. 

85 

1 

61886  ... 

1  Implant  neurostim  ar¬ 
rays. 

H8 

i  0315 

i 

Level  II  Implantation  of  Neurostimulator  Gener- 
1  ator. 

88 

1  44 

62361  ... 

1  Implant  spine  infusion 
pump. 

H8 

0227 

j  Implantation  of  Drug  Infusion  Device  . 

82 

!  41 

! 

62362  ... 

Implant  spine  infusion 
'  pump. 

H8 

1 

1  0227 

i 

j  Implantation  of  Drug  Infusion  Device  . 

82 

j  41 
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Table  48— Proposed  Procedures  to  Which  the  No  Cost/Full  Credit  and  Partial  Credit  Device  Adjustment 

Policy  Would  Apply  in  CY  2010— Continued 


CY  2009 
HCPCS 
code 

CY  2009  short  j 

descriptor 

i 

Proposed 

CY  2010 
ASC 
payment 
indicator 

Proposed  ! 
CY2010 
OPPS 

APC  1 

_ 

j 

OPPS  APC  title 

1 

Proposed  1 
CY2010  j 
OPPS  full  i 
APC  offset  : 
percentage  ; 

1 

Proposed 
CY2010 
OPPS 
partial  APC 
offset 

percentage 

63650  ... 

Implant  neuroelectrodes  ! 

H8 

0040  i 

i 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58  j 

29 

63655  ... 

Implant  neuroelectrodes 

J8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

63  1 

1 

31 

63685  ... 

Insrt/redo  spine  n  gen¬ 
erator. 

H8 

0039 

Level  1  Implantation  of  Neurostimulator  Gener¬ 
ator. 

85 

43 

64553  ... 

Implant  neuroelectrodes 

H8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

29 

64555  ... 

Implant  neuroelectrodes 

J8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

29 

64560  ... 

Implant  neuroelectrodes 

J8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

29 

64561  ... 

Implant  neuroelectrodes 

H8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

29 

64565  ... 

Implant  neuroelectrodes 

J8 

0040 

Percutaneous  Implantation  of  Neurostimulator 
Electrodes. 

58 

29 

64573  ... 

Implant  neuroelectrodes 

H8 

0225 

Implantation  of  Neurostimulator  Electrodes, 
Cranial  Nerve. 

73 

37 

64575  ... 

Implant  neuroelectrodes 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

63 

31 

64577  ... 

Implant  neuroelectrodes 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

63 

31 

64580  ... 

Implant  neuroelectrodes 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

63 

31 

64581  ... 

Implant  neuroelectrodes 

H8 

0061 

Laminectomy,  Laparoscopy,  or  Incision  for  Im¬ 
plantation  of  Neurostimulator  Electr. 

63 

31 

64590  ... 

Insrt/redo  pn/gastr 
stimul. 

H8 

0039 

Level  1  Implantation  of  Neurostimulator  Gener¬ 
ator. 

85 

43 

69714  ... 

Implant  temple  bone  w/ 
stimul. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

57 

1 

28 

69715  ... 

Temple  bne-  impint  w/ 
stimulat. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

1 

i 

28 

69717  ... 

Temple  bone  implant 
revision. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

1 

i 

28 

69718  ... 

Revise  temple  bone  im¬ 
plant. 

H8 

0425 

Level  II  Arthroplasty  or  Implantation  with  Pros¬ 
thesis. 

I  57 

28 

69930  ... 

Implant  cochlear  device 

H8 

0259 

j _ 

Level  VII  ENT  Procedures . 

1  85 

42 

Table  49— Proposed  Devices  for 
Which  the  “FB”  or  “FC”  Modi¬ 
fier  Must  Be  Reported  With  the 
Procedure  Code  in  CY  2010 
When  Furnished  at  No  Cost  or 
With  Full  or  Partial  Credit 


CY  2009 
device 
HCPCS 

CY  2009  short  descriptor 

code 

C1721  .. 

AlCD,  dual  chamber. 

Cl 722  .. 

AlCD,  single  chamber. 

Cl  764  .. 

Event  recorder,  cardiac. 

Cl  767  .. 

Generator,  neurostim,  imp. 

C1771  .. 

Rep  dev,  urinary,  v*/sling. 

C1772  .. 

Infusion  pump,  programmable. 

Cl  776  .. 

Joint  device  (implantable). 

Cl 778  .. 

Lead,  neurostimulator. 

Cl 779  .. 

Lead,  pmkr,  transvenous  VDD. 

Cl  785  .. 

Pmkr,  dual,  rate-resp. 

Cl  786  .. 

Pmkr,  single,  rate-resp. 

C1813  .. 

Prosthesis,  penile,  inflatab. 

C1815  .. 

Pros,  urinary  sph,  imp. 

Cl  820  .. 

Generator,  neuro  rechg  bat  sys. 

Table  49— Proposed  Devices  for 
Which  the  “FB”  or  “FC”  Modi¬ 
fier  Must  Be  Reported  With  the 
Procedure  Code  in  CY  2010 
When  Furnished  at  No  Cost  or 
With  Full  or  Partial  Credit— 
Continued 


CY  2009 
device 
HCPCS 

CY  2009  short  descriptor 

code 

Cl  881  .. 

Dialysis  access  system. 

Cl  882  .. 

AlCD,  other  than  sing/dual. 

C1891  .. 

Infusion  pump,  non-prog,  perm. 

C1897  .. 

Lead,  neurostim,  test  kit. 

Cl  898  .. 

Lead,  pmkr,  other  than  trans. 

Cl  900  .. 

Lead  coronary  venous. 

C2619  .. 

Pmkr,  dual,  non  rate-resp. 

C2620  .. 

Pmkr,  single,  non  rate-resp. 

C2621  .. 

Pnjkr,  other  than  sing/dual. 

C2622  .. 

Prosthesis,  penile,  non-inf. 

C2626  .. 

Infusion  pump,  non-prog,  temp. 

C2631  .. 

Rep  dev,  urinary,  w/o  sling. 

L8614  ... 

i  Cochlear  device/system. 

Table  49— Proposed  Devices  for 
Which  the  “FB”  or  “FC”  Modi¬ 
fier  Must  Be  Reported  With  the 
Procedure  Code  in  CY  2010 
When  Furnished  at  No  Cost  or 
With  Full  or  Partial  Credit— 
Continued 


CY  2009 
device 
HCPCS 

CY  2009  short  descriptor 

code 

L8685  ... 

Impit  nrostm  pis  gen  sng  rec. 

L8686  ... 

Impit  nrostm  pis  gen  sng  non. 

L8687  ... 

Impit  nrostm  pis  gen  dua  rec. 

L8688  ... 

Impit  nrostm  pis  gen  dua  non. 

L8690  ... 

Aud  osseo  dev,  int/ext  comp. 

2.  Proposed  Payment  for  Covered 
Ancillary  Services 

a.  Background 

Our  final  payment  policies  under  the 
revised  ASC  payment  system  for 
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covered  ancillary  services  vary 
according  to  the  particular  type  of 
service  and  its  payment  policy  under 
the  OPPS.  Our  overall  policy  provides 
separate  ASC  payment  for  certain 
ancillary  items  and  services  integrally 
related  to  the  provision  of  ASC  covered 
surgical  procedmes  that  are  paid 
separately  under  the  OPPS  and  provides 
packaged  ASC  payment  for  other 
ancillary  items  and  services  that  are 
packaged  under  the  OPPS.  Thus,  we 
established  a  final  policy  to  align  ASC 
payment  bundles  with  those  under  the 
OPPS  (72  FR  42495). 

Our  ASC  payment  policies  provide 
separate  payment  for  drugs  and 
biologicals  that  are  separately  paid 
under  the  OPPS  at  the  OPPS  rates,  while 
we  pay  for  separately  payable  radiology 
services  at  the  lower  of  the  MPFS 
nonfacility  PE  RVU  (or  technical 
component)  amount  or  the  rate 
calculated  according  to  the  ASC 
standard  ratesetting  methodology  (72  FR 
42497).  In  all  cases,  ancillary  items  and 
services  must  be  provided  integral  to  the 
performance  of  ASC  covered  surgical 
procedures  for  which  the  ASC  bills 
Medicare,  in  order  for  those  ancill^ 
services  also  to  be  paid. 

ASC  payment  policy  for 
brachjdherapy  sources  generally  mirrors 
the  payment  policy  under  the  OPPS.  We 
finalized  our  policy  in  the  CY  2008 
OPPS/ ASC  final  rule  with  comment 
period  (72  FR  42499)  to  pay  for 
brachji^herapy  sources  applied  in  ASCs 
at  the  same  prospective  rates  that  were 
adopted  under  the  OPPS  or,  if  OPPS 
rates  were  unavailable,  at  contractor- 
priced  rates.  Subsequent  to  publication 
of  that  rule,  section  106  of  the  Medicare, 
Medicaid,  and  SCHIP  Extension  Act  of 
2007  (Pub.  L.  110-173)  mandated  that, 
for  the  period  January  1,  2008  through 
June  30,  2008,  brachytherapy  sources  be 
paid  under  the  OPPS  at  charges  adjusted 
to  cost.  Therefore,  consistent  with  our 
final  overall  ASC  payment  policy,  we 
paid  ASCs  at  contractor-priced  rates  for 
brachytherapy  sources  provided  in 
ASCs  during  that  period  of  time. 
Beginning  July  1,  2008,  brachytherapy 
sources  applied  in  ASCs  were  to  be  paid 
at  the  same  prospectively  set  rates  that 
were  finalized  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  67165  through  67188).  Immediately 
prior  to  the  publication  of  the  CY  2009 
OPPS/ ASC  proposed  rule,  section  142  of 
the  Medicare  Improvements  for  Patients 
and  Providers  Act  of  2008  (Pub.  L.  110- 
275)  amended  section  1833(t)(16)(CJof 
the  Act  (as  amended  by  section  106  of 
the  Medicare,  Medicaid,  and  SCHIP 
Extension  Act  of  2007)  to  extend  the 
■  requirement  that  brach5rtherapy  sources 
be  paid  under  the  OPPS  at  charges 


adjusted  to  cost  through  December  31, 
2009.  Therefore,  consistent  with  final 
ASC  pa5nnent  policy,  ASCs  continued  to 
be  paid  at  contractor-priced  rates  for 
brachytherapy  sources  provided  integral 
to  ASC  covered  surgical  procedures 
during  that  period  of  time. 

Other  separately  paid  covered 
ancillary  services  in  ASCs,  specifically 
corneal  tissue  acquisition  and  device 
categories  with  OPPS  pass-through 
status,  do  not  have  prospectively 
established  ASC  payment  rates 
according  to  the  final  policies  of  the 
revised  ASC  payment  system  (72  FR 
42502  and  42509).  Under  the  revised 
ASC  payment  system,  comeal  tissue 
acquisition  is  paid  based  on  the 
invoiced  costs  for  acquiring  the  corneal 
tissue  for  transplantation.  As  discussed 
in  section  IV.A.l.  of  this  proposed  rule, 
new  pass-through  device  categories  may 
be  established  on  a  quarterly  basis,  but 
currently  there  are  no  OPPS  device 
pass-through  categories  that  would 
continue  for  OPPS  pass-through 
payment  (and,  correspondingly, 
separate  ASC  payment)  in  CY  2010. 

b.  Proposed  Payment  for  Covered 
Ancillary  Services  for  CY  2010 

For  CY  2010,  we  are  proposing  to 
update  the  ASC  payment  rates  and  make 
changes  to  ASC  payment  indicators  as 
necessary  to  maintain  consistency 
between  the  OPPS  and  ASC  payment 
system  regarding  the  packaged  or 
separately  payable  status  of  services  and 
the  proposed  CY  2010  OPPS  and  ASC 
payment  rates.  The  proposed  CY  2010 
OPPS  payment  methodologies  for 
separately  payable  dmgs  and  biologicals 
and  brachytherapy  sources  are 
discussed  in  sections  V.  and  VII.  of  this 
proposed  rule,  respectively,  and  we  are 
proposing  to  set  the  CY  2010  ASC 
payment  rates  for  those  services  equal  to 
the  proposed  CY  2010  OPPS  rates. 

Consistent  with  established  ASC 
payment  policy  (72  FR  42497),  the 
proposed  CY  2010  payment  for 
separately  payable  covered  radiology 
services  is  based  on  a  comparison  of  the 
CY  2010  proposed  MPFS  nonfacility  PE 
RVU  amounts  (we  refer  readers  to  the 
June  2009  CY  2010  MPFS  proposed 
rule)  and  the  proposed  CY  2010  ASC 
payment  rates  calculated  according  to 
the  ASC  standard  ratesetting 
methodology  and  then  set  at  the  lower 
of  the  two  amounts.  Alternatively, 
payment  for  a  radiology  service  may  be 
packaged  into  the  payment  for  the  ASC 
covered  surgical  procedme  if  the 
radiology  service  is  packaged  under  the 
OPPS.  The  payment  indicators  in 
Addendum  BB  indicate  whether  the 
proposed  payment  rates  for  radiology 
services  are  based  on  the  MPFS 


nonfacility  PE  RVU  amount  or  the  ASC 
standard  ratesetting  methodology,  or 
whether  payment  for  a  radiology  service 
is  packaged  into  the  payment  for  the 
covered  surgical  procedure  (payment 
indicator  “Nl”).  Radiology  services  that 
we  are  proposing  to  pay  based  on  the 
ASC  standard  ratesetting  methodology 
are  assigned  payment  indicator  “Z2” 
(Radiology  service  paid  separately  when 
provided  integral  to  a  surgical 
procedure  on  ASC  list;  payment  based 
on  OPPS  relative  payment  weight)  and 
those  for  which  the  proposed  payment 
is  based  on  the  MPFS  nonfacility  PE 
RVU  amount  are  assigned  payment 
indicator  “Z3”  (Radiology  service  paid 
separately  when  provided  integral  to  a 
surgical  procedure  on  ASC  list;  payment 
based  on  MPFS  nonfacility  PE  RVUs). 

All  covered  ancillary  services  and 
their  proposed  payment  indicators  are 
listed  in  Addendum  BB  to  this  proposed 
rule. 

E.  New  Technology  Intraocular  Lenses 
1.  Background 

In  the  CY  2007  OPPS/ ASC  final  rule 
with  comment  period  (71  FR  68176),  we 
finalized  our  current  process  for 
reviewing  applications  to  establish  new 
active  classes  of  new  technology 
intraocular  lenses  (NTIOLs)  and  for 
recognizing  new  candidate  intraocular 
lenses  (lOLs)  inserted  during  or 
subsequent  to  cataract  extraction  as 
belonging  to  a  NTIOL  class  that  is 
qualified  for  a  payment  adjustment. 
Specifically,  we  established  the 
following  process: 

•  We  announce  annually  in  the 
Federal  Register  a  document  that 
proposes  the  update  of  ASC  payment 
rates  for  the  following  calendar  year,  a 
list  of  all  requests  to  establish  new 
NTIOL  classes  accepted  for  review 
during  the  calendar  year  in  which  the 
proposal  is  published  and  the  deadline 
for  submission  of  public  comments 
regarding  those  requests.  Pursuant  to 
Section  141(b)(3)  of  Public  Law  103-432 
and  our  regulations  at  §  416.185(b),  the 
deadline  for  receipt  of  public  comments 
is  30  days  following  publication  of  the 
list  of  requests. 

•  In  the  Federal  Register  document 

that  finalizes  the  update  of  ASC 
payment  rates  for  the  following  calendar 
year,  we —  * 

o  Provide  a  list  of  determinations 
made  as  a  result  of  om  review  of  all  new 
class  requests  and  public  comments; 
and 

o  Announce  the  deadline  for 
submitting  requests  for  review  of  an 
application  for  a  new  NTIOL  class  for 
tbe  following  calendar  year. 
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In  determining  whether  a  lens  belongs 
to  a  new  class  of  NTIOLs  and  whether 
the  ASC  payment  amount  for  insertion 
of  that  lens  in  conjunction  with  cataract 
surgery  is  appropriate,  we  expect  that 
the  insertion  of  the  candidate  lOL 
would  result  in  significantly  improved 
clinical  outcomes  compared  to  currently 
available  lOLs.  In  addition,  to  establish 
a  new  NTIOL  class,  the  candidate  lens 
must  be  distinguishable  from  lenses 
already  approved  as  members  of  active 
or  expired  classes  of  NTIOLs  that  share 
a  predominant  characteristic  associated 
with  improved  clinical  outcomes  that 
was  identified  for  each  class. 
Furthermore,  in  the  CY  2007  OPPS/ASC 
final  rule  with  comment  period  (71  FR 
68227),  we  finalized  our  proposal  to 
base  our  determinations  on 
consideration  of  the  following  factors 
set  out  at  §  416.195: 

•  The  lOL  must  have  been  approved 
by  the  FDA  and  claims  of  specific 
clinical  benefits  and/or  lens 
characteristics  with  established  clinical 
relevance  in  comparison  with  currently 
available  lOLs  must  have  been  approved 
by  the  FDA  for  use  in  labeling  and 
advertising; 

•  The  lOL  is  not  described  by  an 
active  or  expired  NTIOL  class;  that  is,  it 
does  not  share  the  predominant,  class¬ 
defining  characteristic  associated  with 
improved  clinical  outcomes  with 
designated  members  of  an  active  or 
expired  NTIOL  class;  and 

•  Evidence  demonstrates  that  use  of 
the  lOL  results  in  measurable,  clinically 
meaningful,  improved  outcomes  in 
comparison  with  use  of  currently 
available  lOLs.  According  to  the  statute, 
and  consistent  with  previous  examples 
provided  by  CMS,  superior  outcomes 
that  we  consider  include  the  following: 

o  Reduced  risk  of  intraoperative  or 
postoperative  complication  or  trauma; 
o  Accelerated  postoperative  recovery; 
o  Reduced  induced  astigmatism; 
o  Improved  postoperative  visual 
acuity; 

o  More  stable  postoperative  vision; 
and/or 

o  Other  comparable  clinical 
advantages,  such  as — 

□  Reduced  dependence  on  other 
eyewear  (for  example,  spectacles, 
contact  lenses,  and  reading  glasses); 

□  Decreased  rate  of  subsequent 
diagnostic  or  therapeutic  interventions, 
such  as  the  need  for  YAG  laser 
treatment; 

□  Decreased  incidence  of  subsequent 
lOL  exchange;  and 

□  Decreased  blurred  vision,  glare, 
other  quantifiable  symptom  or  vision 
deficiency. 


For  a  request  to  be  considered 
complete,  we  require  submission  of  the 
information  that  is  found  in  the 
guidance  document  entitled 
“Application  Process  and  Information 
Requirements  for  Requests  for  a  New 
Class  of  New  Technology  Intraocular 
Lens  (NTIOL)”  posted  on  the  CMS  Web 
site  at:  bttp://ww'w.cms. hbs.gov/ 
ASCPayment/ 

08_NTIOLs.asp#  TopOfPage. 

As  we  stated  in  the  CY  2007  OPPS/ 
ASC  final  rule  with  comment  period  (71 
FR  68180),  there  are  three  possible 
outcomes  from  our  review  of  a  request 
for  establishment  of  a  new  NTIOL  class. 
As  appropriate,  for  each  completed 
request  for  consideration  of  a  candidate 
lOL  into  a  new  class  that  is  received  by 
the  established  deadline,  one  of  the 
following  determinations  is  announced 
annually  in  the  final  rule  updating  the 
ASC  payment  rates  for  the  next  calendar 
year: 

•  The  request  for  a  payment 
adjustment  is  approved  for  the 
candidate  lOL  for  5  full  years  as  a 
member  of  a  new  NTIOL  class  described 
by  a  new  HCPCS  code; 

•  The  request  for  a  payment 
adjustment  is  approved  for  the 
candidate  lOL  for  the  balance  of  time 
remaining  as  a  member  of  an  active 
NTIOL  class;  or 

•  The  request  for  a  payment 
adjustment  is  not  approved. 

We  also  discussed  our  plan  to 
sunfmarize  briefly  in  the  final  rule  with 
comment  period  the  evidence  that  we 
reviewed,  the  public  comments,  and  the 
basis  for  our  determinations  in 
consideration  of  applications  for 
establishment  of  a  new  NTIOL  class.  We 
established  that  when  a  new  NTIOL 
class  is  created,  we  identify  the 
predominant  characteristic  of  NTIOLs  in 
that  class  that  sets  them  apart  from  other 
lOLs  (including  those  previously 
approved  as  members  of  other  expired 
or  active  NTIOL  classes)  and  that  is 
associated  with  improved  clinical 
outcomes.  The  date  of  implementation 
of  a  payment  adjustment  in  the  case  of 
approval  of  an  lOL  as  a  member  of  a 
new  NTIOL  class  would  be  set 
prospectively  as  of  30  days  after 
publication  of  the  ASC  payment  update 
final  rule,  consistent  with  the  statutory 
requirement. 

2.  NTIOL  Application  Process  for 
payment  Adjustment 

In  CY  2007,  we  posted  an  updated 
guidance  document  to  the  CMS  Web  site 
to  provide  process  and  information 
requirements  for  applications  requesting 
a  review  of  the  appropriateness  of  the 


payment  amount  for  insertion  of  an  lOL 
to  ensure  that  the  ASC  payment  for 
covered  surgical  procedures  includes 
payment  that  is  reasonable  and  related 
to  the  cost  of  acquiring  a  lens  that  is 
approved  as  belonging  to  a  new  class  of 
NTIOLs.  This  guidance  document  can 
be  accessed  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ASCPayment/ 
08  NTIOLs. asptt  TopOfPage. 

We  note  that  we  have  also  issued  a 
guidance  document  entitled  “Revised 
Process  for  Recognizing  Intraocular 
Lenses  Furnished  by  Ambulator}' 

Surgery  Centers  (ASCs)  as  Belonging  to 
an  Active  Subset  of  New  Technology 
Intraocular  Lenses  (NTIOLs).”  This 
guidance  document  can  be  accessed  on 
the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ASCPavment/ 
Downloads/Request Jor_mclusionJn_ 
current_NTlOL_subset.pdf. 

This  second  guidance  document 
provides  specific  details  regarding 
requests  for  recognition  of  lOLs  as 
belonging  to  an  existing,  active  NTIOL 
class,  the  review  process,  and 
information  required  for  a  request  to 
review  .-Currently,  there  is  one  active 
NTIOL  class  whose  defining 
characteristic  is  the  reduction  of 
spherical  aberration.  CMS  accepts 
requests  throughout  the  year  to  review 
the  appropriateness  of  recognizing  an 
lOL  as  a  member  of  an  active  class  of 
NTIOLs.  That  is,  review  of  candidate 
lenses  for  membership  in  an  existing,^ 
active  NTIOL  class  is  ongoing  and  not 
limited  to  the  annual  review  process 
that  applies  to  the  establishment  of  new 
NTIOL  classes.  We  ordinarily  complete 
the  review  of  such  a  request  within  90 
days  of  receipt  of  all  information  that 
we  consider  pertinent  to  our  review, 
and  upon  completion  of  our  review,  we 
notify  the  requestor  of  our 
determination  and  post  on  the  CMS 
Web  site  notification  of  a  lens  newly 
approved  for  a  payment  adjustment  as 
an  NTIOL  belonging  to  an  active  NTIOL 
class  when  furnished  in  an  ASC. 

3.  Classes  of  NTIOLs  Approved  and 
New  Requests  for  Payment  Adjustment 

a.  Background 

Since  implementation  of  the  process 
for  adjustment  of  payment  amounts  for 
NTIOLs  that  was  established  in  the  June 
16, 1999  Federal  Register,  we  have 
approved  three  classes  of  NTIOLs.  as 
shown  in  the  following  table,  with  the 
associated  qualifying  lOLs  to  date: 
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NTIOL 

class 

HCPCS 

code 

$50  Approved  for  services  fur¬ 
nished  on  or  after 

NTIOL  characteristic 

lOLs  eligible  for  adjustment  . 

1  . 

Q1001 

May  18,  2000,  through  May  18, 
2005. 

Multifocal  . 

Allergan  AMO  Array  Multifocal  lens,  model  SA40N 

2  . 

Q1002 

May  18,  2000,  through  May  18, 
2005.  i 

Reduction  in  Preexisting  Astig¬ 
matism. 

ST AAR  Surgical  Elastic  Ultraviolet-Absorbing  Sili¬ 
cone  Posterior  Chamber  IOL  with  Toric  Optic, 
models  AA4203T,  AA4203TF,  and  AA4203TL 

3  . 

Q1003 

February  27,  2006,  through  Feb¬ 
ruary  26,  201 1 . 

Reduced  Spherical  Aberration  . 

Advanced  Medical  Optics  (AMO)  Tecnis®  IOL  mod¬ 
els  Z9000,  Z9001,  Z9002,  ZA9003,  and 

AR40xEM  and  Tecnis®  1 -Piece  model  ZCBOO; 
Alcon  Acrysof®  IQ  Model  SN60WF  and  Acrysert 
Delivery  System  model  SN60WS:  Bausch  & 
Lomb  Sofport  AO  models  LI61AO  and  L161AOV 
and  Akreos  AO  models  AO60  and  MI60;  ST AAR 
Affinity  Collamer  model  CQ2015A  and  CC4204A 
and  Elastimide  model  AQ2015A;  Hoya  model 
FY-60AD 

b.  Request  To  Establish  New  NTIOL 
Class  for  CY  2010  and  Deadline  for 
Public  Comment 

As  explained  in  the  guidance 
document  on  the  CMS  Weh  site,  the 
deadline  for  each  year’s  requests  for 
review  of  the  appropriateness  of  the 
ASC  payment  amount  for  insertion  of  a 
candidate  lOL  as  a  member  of  a  new 
class  of  NTIOLs  is  announced  in  the 
final  rule  updating  the  ASC  and  OPPS 
payment  rates  for  that  calendar  year. 
Therefore,  a  request  for  review  for  a  new 
class  of  NTIOLs  for  CY  2010  must  have 
been  submitted  to  CMS  by  March  2, 
2009,  the  due  date  published  in  the  CY 

2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68752).  We  did 
not  receive  any  requests  for  review  to 
establish  a  new  NTIOL  class  for  CY 

2010  by  the  March  2,  2009  due  date. 


4.  Proposed  Payment  Adjustment 

The  current  payment  adjustment  for  a 
5 -year  period  from  the  implementation 
date  of  a  new  NTIOL  class  is  $50.  In  the 
CY  2007  OPPS/ASC  final  rule  with 
comment  period,  we  revised 
§  416.200(a)  through  (c)  to  clarify  how 
the  lOL  payment  adjustment  is  made 
and  how  an  NTIOL  is  paid  after 
expiration  of  the  payment  adjustment, 
and  made  minor  editorial  changes  to 
§  416.200(d).  For  CY  2008  and  CY  2009, 
we  did  not  revise  the  payment 
adjustment  amovmt,  and  we  are  not 
proposing  to  revise  the  payment 
adjustment  amount  for  CY  2010  in  light 
of  our  limited  experience  with  the 
revised  ASC  payment  system, 
implemented  initially  on  January  1, 
2008. 


5.  Proposed  ASC  Payment  for  Insertion 
oflOLs 

In  accordance  with  the  final  policies 
of  the  revised  ASC  payment  system,  for 
CY  2010,  payment  for  lOL  insertion 
procedures  is  established  according  to 
the  standard  payment  methodology  of 
the  revised  payment  system,  which 
multiplies  the  ASC  conversion  factor  hy 
the  ASC  payment  weight  for  the  surgical 
procedure  to  implant  the  lOL.  CY  2010 
ASC  payment  for  the  cost  of  a 
conventional  lens  will  be  packaged  into 
the  payment  for  the  associated  covered 
surgical  procedures  performed  by  the 
ASC.  The  HCPCS  codes  for  lOL 
^  insertion  procedures  are  included  in 
Table  50  below,  and  their  proposed  CY 
2010  payment  rates  may  be  found  in 
Addendum  AA  to  this  proposed  rule. 


Table  50— Insertion  of  IOL  Procedures 


CY  2009  HCPCS  code 


CY  2009  Long  descriptor 


66983 

66984 

66985 

66986 


Intracapsular  cataract  extraction  with  insertion  of  intraocular  lens  prosthesis  (one  stage  procedure). 

Extracapsular  cataract  removal  with  insertion  of  intraocular  lens  prosthesis  (one  stage  procedure),  manual  or  me- 
'  chanical  technique  (e.g.,  irrigation  and  aspiration  or  phacoemulsification). 

Insertion  of  intraocular  lens  prosthesis  (secondary  implant),  not  associated  with  concurrent  cataract  removal. 
Exchange  of  intraocular  lens. 


F.  Proposed  ASC  Payment  and 
Comment  Indicators 

1.  Background 

In  addition  to  the  payment  indicators 
that  we  introduced  in  the  August  2, 

2007  final  rule  for  the  revised  ASC 
payment  system,  we  also  created  final 
comment  indicators  for  the  ASC  ' 
payment  system  in  the  CY  2008  OPPS/ 
ASC  final  rule  with  comment  period  (72 
FR  66855).  We  created  Addendum  DDl 
to  define  ASC  payment  indicators  that 
we  use  in  Addenda  AA  and  BB  to 
provide  payment  information  regarding 
covered  surgical  procedures  and 
covered  ancillary  services,  respectively. 


under  the  revised  ASC  payment  system. 
The  ASC  payment  indicators  in 
Addendum  DDl  are  intended  to  capture 
policy-relevant  characteristics  of  HCPCS 
codes  that  may  receive  packaged  or 
separate  payment  in  ASCs,  including 
their  ASC  payment  status  prior  to  CY 
2008;  their  designation  as  device¬ 
intensive  or  office-based  and  the 
corresponding  ASC  payment 
methodology:  and  their  classification  as 
separately  payable  radiology  services, 
brachytherapy  sources,  OPPS  pass¬ 
through  devices,  comeal  tissue 
acquisition  services,  drugs  or 
biologicals,  or  NTIOLs. 


We  also  created  Addendum  DD2  that 
lists  the  ASC  comment  indicators.  The 
ASC  comment  indicators  used  in 
Addenda  AA  and  BB  to  the  proposed 
mles  and  final  mles  with  comment 
period  serve  to  identify,  for  the  revised 
ASC  payment  system,  the  status  of  a 
specific  HCPCS  code  and  its  payment 
indicator  with  respect  to  the  timeframe 
when  comments  will  be  accepted.  The 
comment  indicator  “NI”  is  used  in  the 
OPPS/ASC  final  mle  with  comment 
period  to  indicate  new  HCPCS  codes  for 
which  the  interim  payment  indicator 
assigned  is  subject  to  comment.  The 
“CH”  comment  indicator  is  used  in 
Addenda  AA  and  BB  to  this  CY  2010 


Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


35391 


proposed  rule  to  indicate  that  a  new 
payment  indicator  (in  comparison  with 
the  indicator  for  the  CY  2009  ASC  April 
quarterly  update)  is  proposed  for 
assignment  to  an  active  HCPCS  code  for 
the  next  calendar  year;  an  active  HCPCS 
code  is  proposed  for  addition  to  the  list 
of  procedures  or  services  payable  in 
ASCs;  or  an  active  HCPCS  code  is 
proposed  for  deletion  at  the  end  of  the 
current  calendar  year.  The  “CH” 
comment  indicators  that  are  published 
in  the  final  rule  with  comment  period 
are  provided  to  alert  readers  that  a 
change  has  been  made  from  one 
calendar  year  to  the  next,  but  do  not 
indicate  that  the  change  is  subject  to 
comment.  The  full  definitions  of  the 
payment  indicators  and  comment 
indicators  are  provided  in  Addendum 
DD2  to  this  proposed  rule. 

2.  Proposed  ASC  Payment  and 
Comment  Indicators 

We  are  not  proposing  any  changes  to 
the  definitions  of  the  ASC  payment 
indicators  or  comment  indicators  for  CY 
2010. 

G.  ASC  Policy  and  Payment 
Recommendations 

MedPAC  was  established  under 
section  1805  of  the  Social  Security  Act 
to  advise  the  U.S.  Congress  on  issues  . 
affecting  the  Medicare  program. 

Sections  1805(b)(1)(B)  and  (b)(1)(C)  of 
the  Act  require  MedPAC  to  submit 
reports  to  Congress  not  later  than  March 
1  and  June  15  of  each  year  that  present 
its  Medicare  payment  policy  reviews 
and  recommendations.  The  following 
section  describes  a  recent  MedPAC 
recommendation  that  is  relevant  to  the 
ASC  payment  system. 

The  March  2009  MedPAC  “Report  to 
the  Congress:  Medicare  Payment  Policy” 
included  the  following  recommendation 
relating  specifically  to  the  ASC  payment 
system  for  CY  2010: 

Recommendation  2B-4:  The  Congress 
should  increase  payments  for 
ambulatory  surgery  center  (ASC) 
services  in  calendar  year  2010  by  0.6 
percent.  In  addition,  the  Congress 
should  require  ASCs  to  submit  to  the 
Secretary  cost  data  and  quality  data  that 
will  allow  for  an  effective  evaluation  of 
the  adequacy  of  ASC  payment  rates. 

Response:  In  the  August  2,  2007  final 
rule  (72  FR  42518  through  42519),  we 
adopted  a  policy  to  update  the  ASC 
conversion  factor  for  consistency  with 
section  1833(i)(2)(C)  of  the  Act,  which 
requires  that,  if  the  Secretary  has  not 
updated  the  ASC  payment  amounts  in  a 
calendar  year,  the  payment  amounts 
shall  be  increased  by  the  percentage 
increase  in  the  Consumer  Price  Index 
for  All  Urban  Consumers  (CPI-U)  as 


estimated  by  the  Secretary  for  the  12- 
month  period  ending  with  the  midpoint 
of  the  year  involved.  The  statute  set  the 
update  at  zero  for  CYs  2008  and  2009. 

We  indicated  that  we  plan  to  implement 
the  annual  updates  through  an 
adjustment  to  the  conversion  factor 
under  the  ASC  payment  sj^stem 
beginning  in  CY  2010  when  the 
statutory  requirement  for  a  zero  update 
no  longer  applies.  We  are  proposing  to 
update  the  conversion  factor  for  the  CY 
2010  ASC  payment  system  by  the 
percentage  increase  in  the  CPI-U, 
consistent  with  our  policy  as  codified 
under  §  416.171(a)(2). 

We  are  not  proposing  to  require  ASCs 
to  submit  cost  data  to  the  Secretary  for 
CY  2010.  We  have  never  required  ASCs 
to  routinely  submit  cost  data.  The 
previous  ASC  payment  system  payment 
rates  were  initially  based  on  ASC  cost 
data  collected  almost  30  years  ago.  The 
2006  GAO  report,  “Medicare:  Payment 
for  Ambulatory  Surgical  Centers  Should 
Be  Based  on  the  Hospital  Outpatient 
Payment  System”  (GAO-07-86), 
concluded  that  the  APC  groups  in  the 
OPPS  reflect  the  relative  costs  of 
surgical  procedures  performed  in  ASCs 
in  the  same  way  that  they  reflect  the 
relative  costs  of  the  same  procedures 
when  they  are  performed  in  HOPDs. 
Using  the  OPPS  as  the  basis  for  an  ASC 
payment  system  provides  for  an  annual 
revision  of  the  ASC  payment  rates  under 
the  budget  neutral  ASC  payment 
system.  However,  MedPAC  noted  the 
lack  of  information  available  to  assess 
whether  ASC  payment  rates  are 
appropriate  and  recommended  that 
ASCs  be  required  to  submit  cost  and 
quality  data  to  the  Secretary  as  soon  as 
feasible.  At  present  under  the 
methodology  of  the  revised  ASC 
payment  system,  we  do  not  utilize  ASC 
cost  information  to  set  and  revise  the 
payment  rates  for  ASCs  but,  instead, 
rely  on  the  relativity  of  hospital 
outpatient  costs  developed  for  the 
OPPS,  consistent  with  the 
recommendation  of  the  GAO. 
Furthermore,  we  are  concerned  that  a 
new  Medicare  requirement  for  ASCs  to 
submit  cost  data  to  the  Secretary  could 
be  administratively  burdensome  for 
ASCs.  However,  in  light  of  the  MedPAC 
recommendation,  we  are  soliciting 
public  comment  on  the  feasibility  of 
ASCs  submitting  cost  information  to 
CMS,  including  whether  costs  should  be 
collected  from  a  sample  or  the  universe 
of  ASCs,  the  administrative  burden 
associated  with  such  an  activity,  the 
form  that  such  a  submission  could  take 
considering  existing  Medicare 
requirements  for  other  types  of  facilities 
and  the  scope  of  ASC  services,  the 


expected  accuracy  of  such  cost 
information,  and  any  other  issues  or 
concerns  of  interest  to  the  public  on  this 
topic. 

Finally,  we  appreciate  MedPAC’s 
recommendation  that  Congress  require 
ASCs  to  submit  quality  data.  Section 
109(b)  of  the  MIEA-TRHCA  (Pub.  L. 
109-432)  gives  the  Secretary  the 
authority  to  implement  ASC  quality 
measure  reporting  and  to  reduce  the 
payment  update  for  ASCs  that  fail  to 
report  those  required  measures.  As  we 
stated  most  recently  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68779),  we  believe  that 
promoting  high  quality  care  in  the  ASC 
setting  through  quality  reporting  is 
highly  desirable  and  fully  in  line  with 
our  efforts  under  other  payment 
systems.  For  the  reasons  discussed  in 
section  XVI. H.  of  this  proposed  rule,  we 
are  not  proposing  to  require  ASC  quality 
data  reporting  for  CY  2010,  but  our  clear 
intention  is  to  implement  ASC  quality 
reporting  in  the  future. 

H.  Proposed  Revision  to  Terms  of 
Agreements  for  Hospital-Operated  ASCs 

I.  Background 

The  August  5, 1982  ASC  final  rule  (47 
FR  34082)  established  the  initial 
Medicare  ASC  payment  system  and 
implementing  Federal  regulations  under 
42  CFR  Part  416.  Under  §  416.26  of  our 
regulations,  ASCs  operated  by  hospitals, 
like  other  ASCs,  must  meet  the 
applicable  conditions  for  coverage  and 
enter  into  an  agreement  with  CMS  in 
which  CMS  accepts  the  ASC  as 
qualified  to  furnish  ambulatory  surgical 
services.  Sections  416.30(a)  through  (g) 
of  our  regulations  specify  terms  of 
agreement  for  ASCs.  Section  416.30(f) 
specifies  the  following  additional  terms 
of  agreement  for  an  ASC  operated  by  a 
hospital — 

•  The  agreement  is  made  effective  on 
the  first  day  of  the  next  Medicare  cost 
reporting  period  of  the  hospital  that 
operates  the  ASC; 

•  The  ASC  participates  and  is  paid 
only  as  an  ASC,  without  the  option  of 
converting  to  or  being  paid  as  a  hospital 
outpatient  department,  unless  CMS 
determines  there  is  good  cause  to  do 
otherwise;  and 

•  Costs  incurred  by  the  ASC  are 
treated  as  a  nonreimbursable  cost  center 
on  the  hospital’s  Medicare  cost  report. 

In  addition,  §416.35  provides 
guidance  regarding  the  termination  of 
ASC  agreements  with  CMS.  Voluntary 
terminations  are  those  initiated  by  an 
ASC  and  as  specified  in  §416.35,  an 
ASC  may  terminate  its  agreement  either 
by  sending  written  notice  to  CMS  or  by 
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ceasing  to  furnish  services  to  the 
community. 

Although  some  sections  of  Part  416  of 
the  regulations  governing  ASCs  have 
been  revised  since  they  were  established 
in  1982,  most  recently  for  CY  2008  with 
the  adoption  of  the  revised  ASC 
payment  system,  §§  416.30(a)  through 
416.30(g)  have  not  been  changed  or 
updated.  At  the  time  §§  416.30  and 
416.35  were  promulgated.  Medicare 
paid  for  hospital  outpatient  services  on 
a  reasonable  cost  basis.  In  contrast. 
Medicare  initially  paid  ASCs  for  a  small 
niunber  of  surgical  procedures  at  one  of 
only  four  prospective  rates  that  were 
developed  for  the  ASC  payment  system 
using  cost  data  obtained  from  surveys  of 
ASCs.  Since  then.  Medicare  has  adopted 
a  prospective  payment  system  for 
HOPDs  (the  OPPS),  the  ASC  list  of 
covered  surgical  procedures  and 
payment  rates  have  been  updated  a 
number  of  times,  and,  beginning  in  CY 
2008,  the  revised  ASC  payment  system 
was  introduced. 

Under  the  revised  ASC  payment 
system.  Medicare  greatly  increased  the 
number  and  types  of  surgical 
procedures  that  are  eligible  for  payment 
in  ASCs.  As  a  result,  many  more  of  the 
same  surgical  procedures  may  be  paid 
under  the  OPPS  and  ASC  payment 
system,  with  the  specific  pa5mient 
determined  by  whether  the  service  is 
provided  by  a  hospital  or  an  ASC. 
Further,  under  the  current,  revised 
payment  methodology,  ASC  payment 
rates  have  a  direct  relationship  to  the 
relative  payment  weights  under  the 
OPPS  for  the  same  services.  Today, 
hospital  outpatient  and  ASC  surgical 
procedures  are  paid  based  on  the 
relative  weights  adopted  for  the  OPPS, 
and  the  difference  between  payments 
under  the  two  systems  is  largely  a 
reflection  of  the  differences  in  capital 
and  operating  costs  attributable  to  being 
an  ASC  or  being  an  HOPD. 

Another  change  that  has  taken  place 
since  the  establishment  of  the  Medicare 
ASC  payment  system  and  the 
implementing  regulations  at  §416.30 
has  been  our  effort  to  simplify  the 
Medicare  regulations  to  reduce  the 
burden  on  providers  and  suppliers.  As 
discussed  in  the  August  1,  2002  IPPS 
final  rule  (67  FR  50084  through  50090), 
as  part  of  that  effort,  we  revised  the 
provider-based  status  regulations  at 
§  413.65  that  outline  the  requirements 
for  a  determination  that  a  facility  or  an 
organization  has  provider-based  status 
as  a  department  or  entity  of  a  hospital 
(main  provider).  The  provider-based 
status  rules  generally  apply  to  situations 
where  there  is  a  financial  incentive  for 
a  facility  or  organization  to  claim 
affiliation  with  a  main  provider.  The 


provider-based  status  rules  establish 
criteria  for  a  facility  or  organization  to 
demonstrate  that  it  is  integrated  with 
the  main  provider  for  payment 
purposes.  We  do  not  make  provider- 
based  status  determinations  for  certain 
facilities,  listed  under  §413.65(a)(l)(ii) 
of  the  regulations^  because  the  outcome 
of  the  determination  (that  is,  whether  a 
facility,  unit,  or  department  is  found  to 
be  freestanding  or  provider-based) 
would  not  affect  the  methodology  used 
to  make  Medicare  or  Medicaid  payment, 
the  scope  of  benefits  available  to  a 
Medicare  beneficiary  in  or  at  the 
facility,  or  the  deductible  or  coinsurance 
liability  of  a  Medicare  beneficiary  in  or 
at  the  facility.  According  to 
§413.65(a)(l)(ii),  we  do  not  make 
provider-based  determinations  for  ASCs 
or  other  suppliers  that  have  active 
supplier  agreements  with  Medicare 
because  services  provided  in  such 
entities  are  paid  under  other  fee 
schedules,  specifically  in  the  case  of 
ASCs  regardless  of  whether  the  ASC  is 
operated  by  a  hospital. 

In  the  August  1,  2002  IPPS  final  rule 
(67  FR^0084  through  50090),  we 
revised  the  provider-based  status  rules 
where  the  main  providers  were  no 
longer  required  to  submit  an  attestation 
to  CMS  to  demonstrate  that  their 
provider-based  departments  or  entities 
met  the  provider-based  status  rules. 
However,  the  provider-based 
department  or  entity  of  a  main  provider 
must  still  meet  the  provider-based  status 
rules  in  §  413.65  in  order  for  the  main 
provider  to  bill  for  services  performed 
in  the  provider-based  department  or 
entity. 

2.  Proposed  Change  to  the  Terms  of 
Agreements  for  ASCs  "Operated  by 
Hospitals 

In  order  to  further  streamline  our 
regulations  to  reduce  the  administrative 
burden  on  providers  and  suppliers,  we 
are  proposing  to  revise  existing 
§  416.30(f)(2)  to  remove  the  language 
requiring  a  hospital-operated  ASC  to 
satisfy  CMS  that  there  is  good  cause  for 
its  request  to  become  a  provider-based 
department  of  a  hospital  prior  to  being 
recognized  as  such.  Specifically,  we 
would  remove  the  language,  “without 
the  option  of  converting  to  or  being  paid 
as  a  hospital  outpatient  department, 
unless  CMS  determines  there  is  good 
cause  to  do  otherwise.”  We  believe  that 
this  proposed  revision  to  the 
requirements  that  apply  to  hospital- 
operated  ASCs  is  consistent  with  our 
earlier  regulation  simplification 
activities  related  to  the  provider-based 
status  rules  under  §  413.65.  We  believe  , 
that  we  would  reduce  the  administrative 
burden  on  hospitals  and  ASCs  that 


terminate  their  supplier  agreements 
with  Medicare  and  bring  the 
requirements  into  closer  alignment  with 
the  provider-based  status  rules  for  other 
facilities  or  organizations  that  wish  to  be 
integrated  with  the  main  provider  for 
payment  purposes.  While  an  ASC 
participating  in  Medicare  would 
continue  to  be  paid  only  as  an  ASC,  an 
ASC  would  also  continue  to  be  able  to 
voluntarily  terminate  its  agreements  in 
accordance  with  §416.35.  Thus,  if  an 
ASC  chooses  to  voluntarily  terminate  its 
agreement  as  an  ASC  and  a  main 
provider  wants  to  consider  the  surgical 
facility  a  provider-based  department  of 
that  main  provider,  the  facility  must 
meet  the  provider-based  status  rules 
under  §413.65. 

I.  Calculation  of  the  ASC  Conversion 
Factor  and  ASC  Payment  Rates 

1.  Background 

In  the  August  2,  2007  final  rule  (72  FR 
42493),  we  established  our  policy  to 
base  ASC  relative  payment  weights  and 
payment  rates  under  the  revised  ASC 
payment  system  on  APC  groups  and 
relative  payment  weights.  Consistent 
with  that  policy  and  the  requirement  at 
section  1833(i)(2)(D)(ii)  of  the  Act  that 
the  revised  payment  system  be 
implemented  so  that  it  would  be  budget 
neutral,  the  initial  ASC  conversion 
factor  (CY  2008)  was  calculated  so  that 
estimated  total  Medicare  payments 
under  the  revised  ASC  payment  system 
in  the  first  year  would  be  budget  neutral 
to  estimated  total  Medicare  payments 
under  the  prior  (CY  2007)  ASC  payment 
system.  That  is,  application  of  the  ASC 
conversion  factor  was  designed  to  result 
in  aggregate  Medicare  expenditiues 
under  the  revised  ASC  payment  system 
in  CY  2008  equal  to  aggregate  Medicare 
expenditures  that  would  have  occurred 
in  CY  2008  in  the  absence  of  the  revised 
system,  taking  into  consideration  the 
cap  on  ASC  payments  in  CY  2007  as 
required  under  section  1833(i)(2)(E)  of 
the  Act  (72  FR  42521  through  42522). 

We  note  that  we  consider  the  term 
“expenditures”  in  the  context  of  the 
budget  neutrality  requirement  xmder 
section  1833(i)(2)(D)(ii)  of  the  Act  to 
mean  expenditiues  from  the  Medicare 
Part  B  Trust  Fund.  We  do  not  consider 
expenditiues  to  include  beneficiary 
coinsurance  and  copayments.  This 
distinction  was  important  for  the  CY 
2008  ASC  budget  neutrality  model  that 
considered  payments  across  hospital 
outpatient,  ASC,  and  MPFS  payment 
systems.  However,  because  coinsurance 
is  almost  always  20  percent  for  ASC 
services,  this  interpretation  of ..  I,;;  .  n 

expenditures  has  minimal  imp^oi  for 
subsequent , budget  neutrality  ,•  ,, 
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adjustments  calculated. within  the 
revised  ASC  payment  system. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66857 
through  66858),  we  set  out  a  step-by- 
step  illustration  of  the  final  budget 
neutrality  adjustment  calculation  based 
on  the  methodology  finalized  in  the 
August  2,  2007  final  rule  (72  FR  42521 
through  42531)  and  as  applied  to 
updated  data  available  for  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period.  The  application  of  that 
methodology  to  the  data  available  for 
the  CY  2008  OPPS/ASC  final  rule  with 
comment  period  resulted  in  a  budget 
neutrality  adjustment  of  0.65. 

For  CY  2008,  we  adopted  the  OPPS 
relative  payment  weights  as  the  ASC 
relative  payment  weights  for  most 
services  and,  consistent  with  the  final 
policy,  we  calculated  the  CY  2008  ASC 
payment  rates  by  multiplying  the  ASC 
relative  payment  weights  by  the  final 
CY  2008  ASC  conversion  factor  of 
$41,401.  For  covered  office-based 
surgical  procedures  and  covered 
ancillary  radiology  services,  the 
established  policy  is  to  set  the  relative 
payment  weights  so  that  the  national 
unadjusted  ASC  payment  rate  does  not 
exceed  the  MPFS  unadjusted  nonfacility 
PE  RVU  amount.  Further,  as  discussed 
in  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66841 
through  66847),  we  also  adopted 
alternative  ratesetting  methodologies  for 
specific  types  of  services  (for  example, 
device-intensive  procedures). 

As  discussed  in  the  August  2,  2007 
final  rule  (72  FR  42518)  and  as  codified 
under  §  416.172(c)  of  the  regulations, 
the  revised  ASC  payment  system 
accounts  for  geographic  wage  variation 
when  calculating  individual  ASC 
payments  by  applying  the  pre-floor  and 
pre-reclassified  hospital  wage  index  to 
the  labor-related  share,  which  is  50 
percent  of  the  ASC  payment  amount. 
Beginning  in  CY2008,  CMS  accounted 
for  geographic  wage  variation  in  labor 
cost  when  calculating  individual  ASC 
payments  by  applying  the  pre-floor  and 
pre-reclassified  hospital  wage  index 
values  that  CMS  calculates  for  payment, 
using  updated  Core  Based  Statistical 
Areas  (CBSAs)  issued  by  the  Office  of 
Management  and  Budget  in  June  2003. 
The  reclassification  provision  provided 
at  section  1886(d)(10)  of  the  Act  is 
specific  to  hospitals.  We  believe  the  use 
of  the  most  recent  available  raw  pre¬ 
floor  and  pre-reclassified  hospital  wage 
index  results  in  the  most  appropriate 
adjustment  to  the  labor  portion  of  ASC 
costs.  In  addition,  use  of  the  unadjusted 
hospital  wage  data  avoids  further 
reductions  in  certain  rural  statewide 
wage  index  values  that  result  fi'om 


reclassification.  We  continue  to  believe 
that  the  unadjusted  hospital  wage  index, 
which  is  updated  yearly  and  is  used  by 
many  other  Medicare  payment  systems, 
appropriately  accounts  for  geographic 
variation  in  labor  costs  for  ASCs. 

2.  Proposed  Calculation  of  the  ASC 
Payment  Rates 

a.  Updating  the  ASC  Relative  Payment 
Weights  for  CY  2010  and  Future  Years 

We  update  the  ASC  relative  payment 
weights  each  year  using  the  national 
OPPS  relative  payment  weights  (and 
MPFS  nonfacility  PE  RVU  amounts,  as 
applicable)  for  that  same  calendar  year 
and  uniformly  scale  the  ASC  relative 
payment  weights  for  each  update  year  to 
make  them  budget  neutral  (72  FR  42531 
through  42532).  Consistent  with  our 
established  policy,  we  are  proposing  to 
scale  the  CY2010  relative  payment 
weights  for  ASCs  according  to  the 
following  method.  Holding  ASC 
utilization  and  the  mix  of  services 
constant  from  CY  2008,  for  CY  2010,  we 
would  compare  the  total  payment 
weight  using  the  CY  2009  ASC  relative 
payment  weights  under  the  50/50  blend 
(of  the  CY  2007  payment  rate  and  the 
ASC  payment  rate  calculated  under  the 
ASC  standard  ratesetting  methodology) 
with  the  total  payment  weight  using  the 
CY  2010  ASC  relative  payment  weights 
under  the  25/75  blend  (of  the  CY  2007 
ASC  payment  rate  and  the  ASC  payment 
rate  calculated  under  the  ASC  standard 
ratesetting  methodology)  to  take  into 
account  the  changes  in  the  OPPS 
relative  peiyment  weights  between  CY 
2009  and  CY  2010.  We  would  use  the 
ratio  of  CY  2009  to  CY  2010  total 
payment  weight  (the  weight  scaler)  to 
scale  the  ASC  relative  payment  weights 
for  CY  2010.  The  proposed  CY  2010 
ASC  scaler  is  0.9514  and  scaling  would 
apply  to  the  ASC  relative  payment 
weights  of  the  covered  surgical 
procedures  and  covered  ancillary 
radiology  services  for  which  the  ASC 
pajmient  rates  are  based  on  OPPS 
relative  payment  weights. 

Scaling  would  not  apply  in  the  case 
of  ASC  payment  for  separately  payable 
covered  ancillary  services  that  have  a 
predetermined  national  payment 
amount  (that  is,  their  national  ASC 
payment  amounts  are  not  based  on 
OPPS  relative  payment  weights),  such 
as  drugs  and  biologicals  that  are 
separately  paid  or  services  that  are 
contractor-priced  or  paid  at  reasonable 
cost  in  ASCs.  Any  service  with  a 
predetermined  national  payment 
amount  would  be  included  in  the  ASC 
budget  neutrality  comparison,  but 
scaling  of  the  ASC  relative  payment 
weights  would  not  apply  to  those 


services.  The  ASC  payment  weights  for 
those  services  without  predetermined 
national  payment  amounts  (that  is, 
those  services  with  national  payment 
amounts  that  would  be  based  on  OPPS 
relative  payment  weights  if  a  payment 
limitation  did  not  apply)  would  be 
scaled  to  eliminate  any  difference  in  the 
total  payment  weight  between  the 
current  year  and  the  update  year. 

The  proposed  weight  scaler  that  we 
use  only  to  model  our  estimate  of 
payment  rates  if  there  was  no  transition 
for  CY  2010  is  equal  to  0.9329.  We 
apply  this  scaler  to  the  payment  weights 
subject  to  scaling,  in  order  to  estimate 
the  ASC  payment  rates  for  CY  2010 
without  the  transition,  for  purposes  of 
the  ASC  impact  analysis  discussed  in 
section  XXI.C.  of  this  proposed  rule. 

For  any  given  year’s  ratesetting,  we 
typically  use  the  most  recent  full 
calendar  year  of  claims  data  to  model 
budget  neutrality  adjustments.  We 
currently  have  available  95  percent  of 
CY  2008  ASC  claims  data.  To  create  an 
analytic  file  to  support  calculation  of 
the  weight  scaler  and  budget  neutrality 
adjustment  for  the  wage  index 
(discussed  below),  we  summarized 
available  CY  2008  ASC  claims  by 
provider  and  by  HCPCS  code.  We 
created  a  unique  supplier  identifier 
solely  for  the  purpose  of  identifying 
unique  providers  within  the  CY  2008 
claims  data.  We  used  the  provider  zip 
code  reported  on  the  claim  to  associate 
state,  county,  and  CBSA  with  each  ASC. 
This  file,  available  to  the  public  as  a 
supporting  data  file  for  this  proposed 
rule,  is  posted  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ASCPayment/ 
01_Overview.asp#TopOfPage. 

b.  Updating  the  ASC  Conversion  Factor 

Under  the  OPPS,  we  typically  apply 
a  budget  neutrality  adjustment  for 
provider-level  changes,  most  notably  a 
change  in  the  wage  index  for  the 
upcoming  year,  to  the  conversion  factor. 
Consistent  with  our  final  ASC  payment 
policy,  for  the  CY  2010  ASC  payment 
system,  we  are  proposing  to  calculate 
and  apply  the  pre-floor  and  pre- 
reclassified  hospital  wage  index  that  is 
used  for  ASC  payment  adjustment  to  the 
ASC  conversion  factor,  just  as  the  OPPS 
wage  index  adjustment  is  calculated  and 
applied  to  the  OPPS  conversion  factor 
(73  FR  41539).  For  CY  2010,  we 
calculated  the  proposed  adjustment  for 
the  ASC  payment  system  by  using  the 
most  recent  CY  2008  claims  data 
available  and  estimating  the  difference 
in  total  payment  that  would  be  created 
by  introducing  the  CY  2010  pre-floor 
and  pre-reclassified  hospital  wage 
index.  Specifically,  holding  CY  2008 
ASC  utilization  and  service-mix  and  CY 
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2009  national  payment  rates  after 
application  of  the  weight  scaler 
constant,  we  calculated  the  total 
adjusted  payment  using  the  CY  2009 
pre-floor  and  pre-reclassified  hospital 
wage  index  and  a  total  adjusted 
payment  using  the  proposed  CY  2010 
pre-floor  and  pre-reclassified  hospital 
wage  index.  We  used  the  50-percent 
lahor-related  share  for  both  total 
adjusted  payment  calculations.  We  then 
compared  the  total  adjusted  payment 
calculated  with  the  CY  2009  pre-floor 
and  pre-reclassified  hospital  wage  index 
to  the  total  adjusted  payment  calculated 
with  the  proposed  CY  2010  pre-floor 
and  pre-reclassified  hospital  wage  index 
and  applied  the  resulting  ratio  of  0.9996 
(the  proposed  CY  2010  ASC  wage  index 
budget  neutrality  adjustment)  to  the  CY 

2009  ASC  conversion  factor  to  calculate 
the  proposed  CY  2010  ASC  conversion 
factor. 

Section  1833(i)(2)(C)  of  the  Act 
requires  that,  if  the  Secretary  has  not 
updated  the  ASC  payment  amounts  in  a 
calendar  year,  the  payment  amounts 
shall  be  increased  by  the  percentage 
increase  in  the  Consumer  Price  Index 
for  All  Urban  Consumer  (CPI-U)  as 
estimated  by  the  Secreteuy  for  the  12- 
month  period  anding  with  the  midpoint 
of  the  year  involved.  However,  section 
1833(i)(2)(C)(iv)  of  the  Act  required  that 
the  increase  of  ASC  payment  amounts 
for  CYs  2008  and  2009  equal  zero 
percent.  As  discussed  in  the  August  2, 
2007  final  rule,  we  adopted  a  final 
policy  to  update  the  ASC  conversion 
factor  using  the  CPI-U  in  order  to  adjust 
ASC  payment  rates  for  CY  2010  and 
subsequent  years  (72  FR  42518  through 
42519  and  §  416.171(a)(2)).  We  are 
proposing  to  implement  the  annual 
updates  through  an  adjustment  to  the 
ASC  conversion  factor  beginning  in  CY 

2010  when  the  statutory  requirement  for 
a  zero  update  no  longer  applies. 

For  the  12-month  period  ending  with 
the  midpoint  of  CY  2010,  the  Secretary 
estimates  that  the  CPI-U  is  0.6  percent. 
Therefore,  we  are  proposing  to  apply  to 
the  ASC  conversion  factor  a  0.6  percent 
increase  for  CY  2010. 

Thus,  for  CY  2010,  we  are  proposing 
to  adjust  the  CY  2009  ASC  conversion 
factor  ($41,393)  by  the  wage  adjustment 
for  budget  neutrality  of  0.9996  and  the 
update  of  0.6  percent,  which  results  in 
a  proposed  CY  2010  ASC  conversion 
factor  of  $41,625. 

3.  Display  of  Proposed  ASC  Payment 
Rates 

Addenda  AA  and  BB  to  this  proposed 
rule  display  the  proposed  updated  ASC 
payment  rates  for  CY2010  for  covered 
surgical  procedures  and  covered 
ancillary  services,  respectively.  These 


addenda  contain  several  types  of 
information  related  to  the  proposed  CY 
2010  payment  rates.  Specifically,  in 
Addendum  AA,  a  “Y”  in  the  column 
titled  “Subject  to  Multiple  Procedure 
Discounting”  indicates  that  the  surgical 
procedure  would  be  subject  to  the 
multiple  procedure  payment  reduction 
policy.  As  discussed  in  the  CY  2008 
OPPS/ASC  final  rule  with  comment 
period  (72  FR  66829  through  66830), 
most  covered  surgical  procedmes  are 
subject  to  a  50-percent  reduction  in  the 
ASC  payment  for  the  lower-paying 
procedure  when  more  than  one 
procedure  is  performed  in  a  single 
operative  session.  Display  of  the 
comment  indicator  “CH”  in  the  column 
titled  “Comment  Indicator”  indicates  a 
proposed  change  in  payment  policy  for 
the  item  or  service,  including 
identifying  new  or  discontinued  HCPCS 
codes,  designating  items  or  services  new 
for  payment  under  the  ASC  payment 
system,  and  identifying  items  or 
services  with  proposed  changes  in  the 
ASC  payment  indicator  for  CY  2010. 

The  values  displayed  in  the  column 
titled  “CY  2010  Third  Year  Transition 
Payment  Weight”  are  the  proposed 
relative  payment  weights  for  each  of  the 
listed  services  for  CY  2010,  the  third 
year  of  the  4-year  transition  period.  The 
CY  2010  ASC  payment  rates  for  the 
covered  surgical  procedures  subject  to 
transitional  payment  (payment 
indicators  “A2”  and  “H8”  in 
Addendum  AA)  are  based  on  a  blend  of 
25  percent  of  the  CY  2007  ASC  payment 
rate  for  the  procedure  and  75  percent  of 
the  p'roposed  CY2010  ASC  rate 
calculated  under  the  ASC  standard 
ratesetting  methodology  before  scaling 
for  budget  neutrality,  calculated 
according  to  the  standard  methodology. 
The  payment  weights  for  all  covered 
surgical  procedures  and  covered 
ancillary  services  whose  ASC  payment 
rates  are  based  on  OPPS  relative 
payment  weights  are  scaled  for  budget 
neutrality.  Thus,  scaling  was  not 
applied  to  the  device  portion  of  the 
device-intensive  procedures,  services 
that  are  paid  at  the  MPFS  nonfacility  PE 
RVU  amount,  separately  payable 
covered  ancillary  services  that  have  a 
predetermined  national  payment 
amount,  such  as  drugs  and  biologicals 
that  are  separately  paid  under  the  OPPS, 
or  services  that  are  contractor-priced  or 
paid  at  reasonable  cost  in  ASCs. 

To  derive  the  proposed  CY  2010 
payment  rate  displayed  in  the  “CY  2010 
Third  Year  Transition  Payment” 
column,  each  ASC  payment  weight  in 
the  “CY  2010  Third  Year  Transition 
Payment  Weight”  column  is  multiplied 
by  the  proposed  CY  2010  ASC 
conversion  factor  of  $41,625.  The 


conversion  factor  includes  a  budget 
neutrality  adjustment  for  changes  in  the 
wage  index  and  the  CPI-U  percentage 
increase. 

In  Addendum  BB,  there  are  no 
relative  payment  weights  displayed  in 
the  “CY  2010  Third  Year  Transition 
Payment  Weight”  column  for  items  and 
services  with  predetermined  national 
payment  amounts,  such  as  separately 
payable  drugs  and  biologicals.  The  “CY 
2010  Third  Year  Transition  Payment” 
column  displays  the  proposed  CY  2010 
national  unadjusted  ASC  payment  rates 
for  all  items  and  services.  The  proposed 
CY  2010  ASC  payment  rates  for 
separately  payable  drugs  and  biologicals 
are  based  on  ASP  data  used  for  payment 
in  physicians’  offices  in  April  2009. 

XVI.  Reporting  Quality  Data  for  Annual 
Payment  Rate  Updates 

A.  Background 

1.  Overview 

CMS  has  implemented  quality 
measure  reporting  programs  for  multiple 
settings  of  care.  These  programs 
promote  higher  quality,  more  efficient 
health  care  for  Medicare  beneficiaries. 
The  quality  data  reporting  program  for 
hospital  outpatient  care,  known  as  the 
Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP),  has 
been  generally  modeled  after  the 
program  for  hospital  inpatient  services, 
the  Reporting  Hospital  Quality  Data  for 
Annual  Payment  Update  (RHQDAPU) 
program.  Both  of  these  quality  reporting 
programs  for  hospital  services,  as  well 
as  the  program  for  physicians  and  other 
eligible  professionals,  known  as  the 
Physician  Quality  Reporting  Initiative 
(PQRI),  have  financial  incentives  for 
reporting  of  quality  data  to  CMS.  CMS 
has  also  implemented  quality  reporting 
programs  for  home  health  agencies  and 
skilled  nursing  facilities  that  are  based 
on  conditions  of  participation,  and  an 
end-stage  renal  disease  quality  reporting 
program  that  is  based  on  conditions  for 
coverage. 

2.  Hospital  Outpatient  Quality  Data 
Reporting  Under  Section  109(a)  of 
Public  Law  109-432 

Section  109(a)  of  the  MIEA-TRHCA 
(Pub.  L.  109-432)  amended  section 
1833(t)  of  the  Act  by  adding  a  new 
subsection  (17)  that  affects  the  payment 
rate  update  applicable  to  OPPS 
payments  for  services  furnished  by 
hospitals  in  outpatient  settings  on  or 
after  January  1,  2009.  Section 
1833(t)(17)(A)  of  the  Act,  which  applies 
to  hospitals  as  defined  under  section 
1886(d)(1)(B)  of  the  Act,  states  that 
subsection  (d)  hospitals  that  fail  to 
report  data  required  for  the  quality 
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measures  selected  by  the  Secretary  in 
the  form  and  manner  required  by  the 
Secretary  under  section  1833(t)(17)(B)  of 
the  Act  will  receive  a  2.0  percentage 
point  reduction  to  their  annual  payment 
update  factor.  Section  1833(t)(17)(B)  of 
the  Act  requires  that  hospitals  submit 
quality  data  in  a  form  and  manner,  and 
at  a  time,  that  the  Secretary  specifies. 
Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretary  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
(including  medication  errors)  furnished 
by  hospitals  in  outpatient  settings,  that 
these  measures  reflect  consensus  among 
affected  parties  and,  to  the  extent 
feasible  and  practicable,  that  these 
measures  include  measures  set  forth  by 
one  or  more  national  consensus 
building  entities. 

The  National  Quality  Forum  (NQF)  is 
a  voluntary,  consensus  standard-setting 
organization  that  is  composed  of  a 
diverse  representation  of  consumer, 
purchaser,  provider,  academic,  clinical, 
and  other  health  care  stakeholder 
organizations.  NQF  was  established  to 
standardize  health  care  quality 
measurement  and  reporting  through  its 
consensus  development  process.  We 
generally  prefer  to  adopt  NQF-endorsed 
measures  for  CMS  quality  reporting 
programs.  However,  we  believe  that 
consensus  among  affected  parties  also 
can  be  reflected  by  other  means, 
including:  consensus  achieved  during 
the  measure  development  process; 
consensus  shown  through  broad 
acceptance  and  use  of  measures;  and 
consensus  through  public  comment.  We 
also  note  that  section  1833{t)(17)  does 
not  require  that  each  measure  we  adopt 
for  the  HOP  QDRP  he  endorsed  hy  a 
national  consensus  building  entity,  or 
by  the  NQF  specifically. 

Section  1833(t)(17)(C)(ii)  of  the  Act 
authorizes  the  Secretary  to  select 
measures  for  the  HOP  QDRP  that  are  the 
same  as  (or  a  subset  of)  the  measmes  for 
which  data  are  required  to  he  submitted 
under  section  1886(b)(3)(B)(viii)  of  the 
Act  (the  RHQDAPU  program).  Section 
1833(t)(17)(D)  of  the  Act  gives  the 
Secretary  the  authority  to  replace 
measures  or  indicators  as  appropriate, 
such  as  when  all  hospitals  are 
effectively  in  compliance  or  when  the 
measures  or  indicators  have  been 
subsequently  shown  not  to  represent  the 
best  clinical  practice.  Section 
1833(t)(17)(E)  of  the  Act  requires  the 
Secretary  to  establish  procedures  for 
making  data  submitted  under  the  HOP 
QDRP  available  to  the  public.  Such 
procedures  must  include  giving 
hospitals  the  opportunity  to  review  their 
data  before  these  data  are  released  to  the 
public. 


As  we  stated  in  the  CY  2009  OPPS/ 

ASC  final  rule  with  comment  period  (73 
FR  68758  through  68759),  we  continue 
to  believe  that  it  is  most  appropriate  and 
desirable  to  adopt  measures  that 
specifically  apply  to  the  hospital 
outpatient  setting  for  the  HOP  QDRP.  In 
other  words,  we  do  not  believe  that  we 
should  simply,  without  further  analysis, 
adopt  the  I^QDAPU  program  measures 
as  the  measures  for  the  HOP  QDRP. 
Nonetheless,  we  note  that  section 
1833(t)(17)(C)(ii)  of  the  Act  allows  the 
Secretary  to  “(select)  measures  that  are 
the  same  as  (or  a  subset  of)  the  measures 
for  which  data  are  required  to  be 
submitted”  under  the  RHQDAPU 
program. 

3.  Reporting  ASC  Quality  Data  for 
Annual  Payment  Update 

Section  109(b)  of  the  MIEA-TRHCA 
amended  section  1833(i)  of  the  Act  by 
redesignating  clause  (iv)  as  clause  (v) 
and  adding  new  clause  (iv)  to  paragraph 
(2)(D)  and  adding  paragraph  (7).  These 
amendments  may  affect  ASC  payments 
for  services  furnished  in  ASC  settings 
on  or  after  January  1,  2009.  Section 
1833(i)(2)(D)(iv)  of  the  Act  authorizes 
the  Secretary  to  implement  the  revised 
payment  system  for  services  furnished 
in  ASCs  (established  under  section 
1833(i)(2)(D)  of  the  Act),  “so  as  to 
provide  for  a  reduction  in  any  annual 
update  for  failure  to  report  on  quality 
measures.” 

Section  1833(i)(7)(A)  of  the  Act  states 
that  the  Secretary  may  provide  that  any 
ASC  that  fails  to  report  data  required  for 
the  quality  measures  selected  by  the 
Secretary  in  the  form  and  manner 
required  by  the  Secretary  under  section 
1833(i)(7)  of  the  Act  will  incur  a 
reduction  in  any  aimual  payment 
update  of  2.0  percentage  points.  Section 
1833(i)(7)(A)  of  the  Act  also  specifies 
that  a  reduction  for  one  year  cannot  be 
taken  into  account  in  computing  the 
ASC  update  for  a  subsequent  calendar 
year. 

Section  1833(i)(7)(B)  of  the  Act 
provides  that,  “[e]xcept  as  the  Secretary 
may  otherwise  provide,”  the  hospital 
outpatient  quality  data  provisions  of 
sections  1833(t)(17)(B)  through  (E)  of  the 
Act,  summarized  above,  shall  apply  to 
ASCs.  We  did  not  implement  an  ASC 
quality  reporting  program  for  CY  2008 
(72  FR66875)  or  for  CY  2009  (73  FR 
68779). 

We  refer  readers  to  section  XVI.H.  of 
this  proposed  rule  for  a  discussion  of 
our  intention  to  implement  ASC  quality 
data  reporting  in  a  later  rulemaking. 


4.  HOP  QDRP  Quality  Measures  for  the 
CY  2009  Payment  Determination 

For  the  CY  2009  annual  payment 
update,  we  required  HOP  QDRP 
reporting  using  seven  quality 
measures — five  Emergency  Department 
(ED)  AMI  measures  and  two 
Perioperative  Care  measures.  These 
measures  address  care  provided  to  a 
large  number  of  adult  patients  in 
hospital  outpatient  settings,  across  a 
diverse  set  of  conditions,  and  were 
selected  for  the  initial  set  of  HOP  QDRP 
measiures  based  on  their  relevance  as  a 
set  to  all  hospital  outpatient 
departments. 

Specifically,  in  order  for  hospitals  to 
receive  the  full  OPPS  payment  update 
for  services  furnished  in  CY  2009,  in  the 
CY  2008  OPPS/ ASC  final  rule  with 
comment  period  (72  FR  66860),  we 
required  that  subsection  (d)  hospitals 
paid  under  the  OPPS  submit  data  on  the 
following  seven  measures  for  hospital 
outpatient  services  furnished  on  or  after 
April  1,  2008:  (1)  ED-AMI-1 — Aspirin 
at  Arrival;  (2)  ED-AMI-2 — Median  Time 
to  Fibrinolysis;  (3)  ED-AMI-3 — 
Fibrinolytic  Therapy  Received  within 
30  Minutes  of  Arrival;  (4)  ED-AMI-4 — 
Median  Time  to  Electrocardiogram 
(ECG);  (5)  ED-AMI-5 — Median  Time  to 
Transfer  for  Primary  PCI;  (6)  PQRI  #20: 
Perioperative  Care — Timing  of 
Antibiotic  Prophylaxis;  and  (7)  PQRI 
#21:  Perioperative  Care — Selection  of 
Perioperative  Antibiotic. 

5.  HOP  QDRP  Quality  Measures  for  the 
CY  2010  Payment  Determination 

a.  Background 

In  the  CY  2009  OPPS/ ASC  final  rule 
with  comment  period,  for  the  CY  2010 
payment  update,  we  required  continued 
submission  of  data  on  the  existing  seven 
measures  discussed  above  (73  FR 
68761),  and  adopted  four  imaging 
measures  (73  FR  68766).  For  CY  2010, 
we  changed  the  measure  designations 
for  the  existing  seven  measures  to  an 
“OP-X”  format  in  order  to  maintain  a 
consistent  sequential  designation 
system  that  we  could  expand  as  we  add 
additional  measiures. 

The  four  imaging  measures  that  we 
adopted  begiiming  with  the  CY  2010 
payment  determination  (OP-8:  MRI 
Lumbar  Spine  for  Low  Back  Pain,  OP- 
9:  Mammography  Follow-up  rates,  OP- 
10:  Abdomen  CT — Use  of  Contrast 
Material,  and  OPll:  Thorax  CT — Use  of 
Contrast  Material)  are  claims-based 
measures  that  CMS  will  calculate  using 
Medicare  Part  B  claims  data  without 
imposing  upon  hospitals  the  burden  of 
additional  chart  abstraction.  For 
purposes  of  the  CY  2010  payment 
determination,  we  will  calculate  these 
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measures  using  CY  2008  Medicare 
administrative  claims  data. 

In  the  CY  2009  OPPS/ASC  proposed 
rule,  OP-10  had  2  submeasures  listed: 
OP-lOa:  CT  Abdomen — Use  of  contrast 
material  excluding  calculi  of  the 
kidneys,  ureter,  and/or  urinary  tract, 
and  OP-lOb:  CT  Abdomen — Use  of 
contrast  material  for  diagnosis  of  calculi 
in  the  kidneys,  ureter,  and  or  urinary 


tract.  In  the  CY  2009  OPPS/ASC  final, 
rule  with  comment  period  (73  FR 
68766),  we  finalized  OP-10;  Abdomen 
CT — Use  of  Contrast  Material.  To 
clarify,  we  are  calculating  OP-10 
excluding  patients  with  renal  disease. 
This  exclusion  is  described  in  greater 
detail  in  the  Specifications  Manual  for 
Hospital  Outpatient  Department  Quality 


Measures  (HOPD  Specifications 
Manual)  located  at  the  QualityNet  Web 
site. 

The  complete  set  of  measures  to  be 
used  for  the  CY  2010  payment 
determination  is  set  out  below,  and  is 
shown  with  the  new  measure 
designations  as  well  as  their  former 
designations: 


HOP  QDRP  Measurement  Set  To  Be  Used  for  CY  2010  Payment  Determination 


CY  2009 
designation 


OP-1:  Median  Time  to  Fibrinolysis . . 

OP-2:  Fibrinolytic  Therapy  Received  Within  30  Minutes  . 

OP-3:  Median  Time  to  Transfer  to  Another  Facility  for  Acute  Coronary  Intervention 

OP-4:  Aspirin  at  Arrival . 

OP-5:  Median  Time  to  ECG  . 

OP-6:  Timing  of  Antibiotic  Prophylaxis . 

OP-7:  Prophylactic  Antibiotic  Selection  for  Surgical  Patients  . 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain  . 

OP-9:  Mammography  Follow-up  Rates  . . 

OP-10:  Abdomen  CT — Use  of  Contrast  Material . 

OP-11:  Thorax  CT — Use  of  Contrast  Material  . . 


ED-AMI-2 

ED-AMI-3 

ED-AMI-5 

ED-AMI-1 

ED-AMI-4 

PORI  #20 

PORI  #21 

NA 

NA 

NA 

NA 


b.  Maintenance  of  Technical 
Specifications  for  Quality  Measures 

Technical  specifications  for  each  HOP 
QDRP  measme  are  listed  in  the  HOPD 
Specifications  Manual,  which  is  posted 
on  the  CMS  QualityNet  Web  site  at 
https://www.QualityNet.org.  We 
maintain  the  technical  specifications  for 
the  measures  by  updating  this  HOPD 
Specification  Manual  and  include 
detailed  instructions  and  calculation 
algorithms  for  hospitals  to  use  when 
collecting  and  submitting  data  on 
required  measmes. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68766),  we 
established  a  subregulatory  process  for 
updates  to  the  technical  specifications 
that  we  use  to  calculate  HOP  QDRP 
measures.  This  process  is  used  when 
changes  to  the  measure  specifications 
are  necessary  due  to  changes  in 
scientific  evidence  or  in  the  measure  as 
endorsed  by  the  consensus  entity. 
Changes  of  this  nature  may  not  coincide 
with  the  timing  of  our  regulatory 
actions,  but  nevertheless  require 
inclusion  in  the  measure  specifications 
so  that  the  HOP  QDRP  measures  are 
calculated  based  on  the  most  up-to-date 
scientific  and  consensus  standards.  We 
indicated  that  notification  of  changes  to 
the  measure  specifications  on  the 
QualityNet  Web  site,  http:// 
www.QualityNet.org,  and  in  the  HOPD 
Specifications  Manual  that  occmred  as 
a  result  of  changes  in  scientific  evidence 
or  national  consensus  would  occur  no 
less  than  3  months  before  any  changes 
become  effective  for  purposes  of 
reporting  under  the  HOP  QDRP. 


The  HOPD  Specification  Manual  is 
released  every  6  months  and  addenda 
are  released  as  necessary  providing  at 
least  3  months  of  advance  notice  for 
non-substantive  changes  such  as 
changes  to  ICD-9,  CPT,  NUBC  and 
HCPCS  codes,  and  at  least  6  months 
notice  for  substantive  changes  to  data 
elements  that  would  require  significant 
systems  changes. 

c.  Publication  of  HOP  QDRP  Data 

Section  1833(t)(17)(E)  of  the  Act 
requires  that  the  Secretary  establish 
procedures  to  make  data  collected  under 
the  HOP  QDRP  program  available  to  the 
public.  CMS  also  requires  hospitals  to 
complete  and  submit  a  registration  form 
(“participation  form”),  in  order  to 
participate  in  the  HOP  QDRP.  In 
submitting  this  form,  participating 
hospitals  agree  that  they  will  allow  CMS 
to  publicly  report  the  quality  measures, 
including  those  that  CMS  calculates 
using  Medicare  claims,  as  required  by 
the  HOP  QDRP.  ' 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68778),  we 
established  that  for  CY  2010,  hospitals 
sharing  the  same  CMS  Certification 
Number  (CCN,  previously  known  as  the 
Medicare  Provider  Number  (MPN))  must 
combine  data  collection  and  submission 
across  their  multiple  campuses  for  the 
clinical  measures  for  public  reporting 
purposes.  We  finalized  that  we  will 
publish  quality  data  by  CCN  under  the 
HOP  QDRP.  This  approach  is  consistent 
with  the  approach  taken  under  the 
RHQDAPU  program.  In  that  final  rule 
with  comment  period,  we  also  stated 
that- we  intend  to  indicate  instances 
where  data  from  two  or  more  hospitals 


are  combined  to  form  the  publicly 
reported  measures  on  the  Web  site. 

We  discuss  our  proposal  for 
publication  for  2010  of  HOP  QDRP  data 
in  section  XVI. F.  of  this  proposed  rule. 

B.  Proposals  Regarding  Quality 
Measures 

1.  Considerations  in  Expanding  and 
Updating  Quality  Measures  Under  the 
HOP  QDRP 

In  general  when  selecting  measures 
for  the  HOP  QDRP  program,  we  take 
into  account  several  considerations  and 
goals.  These  include:  (a)  Expanding  the 
types  of  measures  beyond  process  of 
care  measures  ta  include  an  increased 
number  of  outcome  measures,  efficiency 
measures,  and  patients’  experience-of- 
care  measures;  (b)  expanding  the  scope 
of  hospital  services  to  which  the 
measures  apply;  (c)  considering  the 
burden  on  hospitals  in  collecting  chart- 
abstracted  data;  (d)  harmonizing  the 
measures  used  in  the  HOP  QDRP 
program  with  other  CMS  quality 
programs  to  align  incentives  and 
promote  coordinated  efforts  to  improve 
quality;  (e)  seeking  to  use  measures 
based  on  alternative  sources  of  data  that 
do  not  require  chart  abstraction  or  that 
utilize  data  already  being  reported  by 
many  hospitals,  such  as  data  that 
hospitals  report  to  clinical  data 
registries,  or  all-payer  claims  databases; 
and  (f)  weighing  the  relevance  and 
utility  of  the  measures  compared  to  the 
burden  on  hospitals  in  submitting  data 
under  the  HOP  QDRP  program. 
Specifically,  we  give  priority  to  quality 
measures  that  assess  performance  on;  (a) 
Conditions  that  result  in  the  greatest 
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mortality  and  morbidity  in  the  Medicare 
population;  (b)  conditions  that  are  high 
volume  and  high  cost  for  the  Medicare 
program:  and  (c)  conditions. for  which 
wide  cost  and  treatment  variations  have 
been  reported,  despite  established 
clinical  guidelines.  We  have  used  and 
continue  to  use  these  criteria  to  guide 
our  decisions  regarding  what  measures 
to  add  to  the  HOP  QDRP  measure  set. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  we  adopted  four 
claims-based  quality  measures  that  do 
not  require  a  hospital  to  submit  chart- 
abstracted  clinical  data.  This  supports 
our  stated  goal  to  expand  the  measures 
for  the  HOP  QDRP  while  minimizing 
the  burden  upon  hospitals  and,  in 
particular,  without  significantly 
increasing  the  chart  abstraction  burden. 
In  addition  to  claims-based  measures, 
we  are  considering  registries  ^  and 
electronic  health  records  (EHRs)  as 
alternative  ways  to  collect  data  fi-om 
hospitals.  Many  hospitals  submit  data  to 
and  participate  in  existing  registries.  In 
addition,  registries  often  capture 
outcome  information  and  provide 
ongoing  quality  improvement  feedback 
to  registry  participants.  Instead  of 
requiring  hospitals  to  submit  the  same 
data  to  CMS  that  they  are  already 
submitting  to  registries,  we  could  collect 
the  data  directly  from  the  registries  with 
the  permission  of  the  hospital,  thereby 
enabling  us  to  expand  the  HOP  QDRP 
measure  set  without  increasing  the 
burden  of  data  collection  for  those 
hospitals  participating  in  the  registries. 
The  data  that  we  would  receive  from 
registries  would  be  used  to  calculate 
quality  measures  required  under  HOP 
QDRP,  and  would  be  publicly  reported 
like  other  HOP  QDRP  quality  measures, 
encouraging  improvements  in  the 
quality  of  care.  We  invite  comment  on 
such  an  approach. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  we  also  stated 
our  intention  to  explore  mechanisms  for 
data  submission  using  EHRs  (73  FR 
68769).  Establishing  such  a  system  will 
require  interoperability  between  EHRs 
and  CMS  data  collection  systems, 
additional  infrastructure  development 
on  the  part  of  hospitals  and  CMS,  and 
the  adoption  of  standards  for  the 
capturing,  formatting,  and  transmission 
of  data  elements  that  make  up  the 
measures.  However,  once  these 
activities  are  accomplished,  the 
adoption  of  measmes  that  rely  on  data 
obtained  directly  from  EHRs  will  enable 


us  to  expand  the  HOP  QDRP  measure 
set  with  less  cost  and  burden  to 
hospitals. 

2.  Retirement  of  HOP  QDRP  Quality 
Measures 

In  the  FY  2010  IPPS  proposed  rule, 
we  proposed  a  process  for  immediate 
retirement  of  RHQDAPU  program 
measmes  based  on  evidence  that  the 
continued  use  of  the  measure  as 
specified  raises  patient  safety  concerns 
(74  FR  24168).  As  we  explained  in  that 
proposed  rule,  in  situations  such  as  the 
one  prompting  immediate  retirement  of 
the  AMI-6  measure  from  the  RHQDAPU 
program  in  December  2008,  we  do  not 
believe  that  it  would  be  appropriate  to 
wait  for  the  annual  rulemaking  cycle  to 
retire  a  measure.  We  are  proposing  to 
adopt  this  same  immediate  retirement 
policy  for  the  HOP  QDRP.  Specifically, 
we  are  proposing  that  if  we  receive 
evidence  that  continued  collection  of  a 
measure  that  has  been  adopted  for  the 
HOP  QDRP  raises  patient  safety 
concerns,  we  would  promptly  retire  the 
measure  and  notify  hospitals  and  the 
public  of  the  retirement  of  the  measure 
and  the  reasons  for  its  retirement 
through  the  usual  means  by  which  we 
communicate  with  hospitals,  including 
but  not  limited  to  hospital  e-mail  blasts 
and  the  QualityNet  Web  site.  We  also 
are  proposing  to  confirm  the  retirement 
of  the  measure  in  the  next  OPPS 
rulemaking.  In  other  circumstances 
where  we  do  not  believe  that  continued 
use  of  a  measure  raises  specific  patient 
safety  concerns,  we  intend  to  use  the 
regular  rulemaking  process  to  retire  a 
measure. 

We  invite  public  comment  on  this 
proposal  allowing  for  immediate 
retirement  of  a  HOP  QDRP  measure 
following  evidence  of  a  patient  safety 
concern  followed  by  confirmation  in  the 
next  rulemaking  cycle. 

3.  Proposed  HOP  QDRP  Quality 
Measures  for  the  CY  2011  Payment 
Determination 

For  the  CY  2011  payment 
determination,  we  are  proposing  to 
continue  requiring  that  hospitals  submit 
data  on  the  existing  11  HOP  QDRP 
measures.  These  measures  continue  to 
address  areas  of  topical  importance 
regarding  the  quality  of  care  provided  in 
hospital  outpatient  departments,  and 
reflect  consensus  among  affected 
parties.  Seven  of  these  11  measures  are 
chart-abstracted  measmes  in  two  areas 


of  importance  which  are  also  measured 
for  the  Inpatient  setting;  AMI  care  and 
surgical  care.  The  remaining  four 
measures  address  imaging  efficiency  in 
hospital  outpatient  departments. 

For  the  CY  2011  payment 
determination,  we  are  proposing  not  to 
add  any  new  HOP  QD^  measures. 
Although  we  considered  adding  a 
number  of  chart-abstracted  measures, 
we  are  sensitive  to  the  burden  upon 
hospital  outpatient  departments 
associated  with  chart  abstraction,  and 
believe  that  adopting  such  measures  at 
this  time  would  not  be  consistent  with 
our  stated  goal  to  minimize  the 
collection  burden  associated  with 
quality  measurement.  We  will  continue 
to  assess  whether  we  can  collect  data  on 
additional  quality  measures  through 
mechanisms  other  than  chart 
abstraction,  such  as  from  Medicare 
administrative  claims  data  and  EHRs. 

In  summary,  we  are  proposing  to  use 
the  following  measures  for  the  CY  2011 
payment  determination: 

•  Proposed  HOP  QDRP  measurement  set  to  be 
used  for  the  CY  201 1  payment  determination 


OP-1 :  Median  Time  to  Fibrinolysis. 

OP-2:  Fibrinolytic  Therapy  Received  Within 
30  Minutes. 

OP-3:  Median  Time  To  Transfer  to  Another 
Facility  for  Acute  Coronary  Intervention. 

OP-4:  Aspirin  at  Arrival. 

OP-5;  Median  Time  to  ECG. 

OP-6;  Timing  of  Antibiotic  Prophylaxis. 

OP-7;  Prophylactic  Antibiotic  Selection  for 
Surgical  Patients. 

OP-8;  MRI  Lumbar  Spine  for  Low  Back  Pain. 

OP-9;  Mammography  Follow-Up  Rates. 

OP-10;  Abdomen  CT — Use  of  Contrast  Ma¬ 
terial. 

OP-11:  Thorax  CT— Use  of  Contrast  Mate¬ 
rial. 


We  invite  public  comment  on  our 
proposal  to  retain  the  existing  11  HOP 
QDRP  measures  and  to  not  adopt 
additional  measures  for  the  CY  2011 
payment  determination. 

C.  Possible  Quality  Measures  Under 
Consideration  for  CY  2012  and 
Subsequent  Years 

In  previous  years’  rulemakings,  we 
have  provided  lists  of  quality  measures 
that  are  under  consideration  for  future 
adoption  into  the  HOP  QDRP 
measurement  set.  Below  is  a  list  of 
measures  under  consideration  for  the 
CY  2012  payment  determination  and 
subsequent  years. 


'  A  registry  is  a  collection  of  clinical  data  for 
purposes  of  assessing  clinical  performance,  quality 
of  care,  and  opportunities  for  quality  improvement. 
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Quality  Measures  Under  Consideration  for  CY  2012  and  Subsequent  Years’  Payment  Determinations 


Topic 


Measure 


Potential  data 
sources 


Cancer 


ED  Throughput 


Diabetes 


Medication  Reconciliation 


Immunization 


Imaging  Efficiency 


Surgery 


1 


2 


3 


4 

5 

6 


7 


8 

9 

10 

11 

12 

13 

14 

15 

16 


Adjuvant  Chemotherapy  is  Considered  or  Administered  within  4  Months  of  Surgery 
to  Patients  Under  Age  80  with  AJCC  III  Colon  Cancer. 

This  measure  specifications  are  similar  to  PORI  #72  found  at  the  PORI  manual  Web 
site: 

http:/Avww.cms.hhs.gov/apps/ama/license.asp?file=/PQRI/clownloacls/ 

2009PQRIQualityMeasureSpecificationsManualandReleaseNotes.zip. 

Adjuvant  Hormonal  Therapy  for  Patients  with  Breast  Cancer . 

The  measure  specifications  are  similar  to  PORI  #71  found  at  the  PORI  manual  Web 
site: 

http://vmw.  cms.  hhs.gov/apps/amaAicense.asp  ?file=/PQRI/downloads/ 
2009PQRIQualityMeasureSpecificationsManualandReleaseNotes.zip.  v 
Needle  Biopsy  to  Establish  Diagnosis  of  Cancer  Precedes  Surgical  Excision/Resec¬ 
tion. 

Measure  specifications  can  be  found  at  http://www.qualityforum.org/pdf/reports/Can- 
cer_Nonmember_Report.pdf. 

Median  Time  from  ED  Arrival  to  ED  Departure  for  Discharged  ED  Patients . 

Measure  specifications  can  be  found  at  http://qualitynet.org/  under  Hospital — Out¬ 
patient. 

Low  Density  Lipoprotein  Control  in  Type  1  or  2  Diabetes  Mellitus  . . 

The  measure  specifications  are  similar  to  PORI  #2  found  at  the  PORI  manual  Web 
site:  http://www.cms.hhs.gov/apps/amaAicense.asp?file=/PORI/downloads/ 

2009PQRIQualityMeasureSpecificationsManualandReleaseNotes.zip. 

Urine  protein  screening  or  medical  attention  for  nephrology  during  at  least  one  office 
visit  within  last  year  for  patient  with  diabetes  mellitus. 

The  measure  specifications  are  similar  to  PORI  #119  found  at  the  PORI  manual 
Web  site:  http://www.cms.hhs.gov/apps/ama/license.asp?file=/PQRI/downloads/ 
2009PQRIOualityMeasureSpecificationsManualandReleaseNotes.zip. 

Eligible  diabetes  patients  with  documentation  of  an  eye  exam  or  referral  for  an  eye 
exam  within  the  last  24  months. 

The  measure  specifications  are  similar  to  PORI  #117  found  at  the  PORI  manual 
Web  site:  http://www.cms.hhs.gov/apps/amaAicense.asp?file=/PQRt/downloads/ 
2009PQRIQualityMea^reSpecificationsManualandReleaseNotes.zip. 

Patients  who  received  at  least  one  complete  foot  exam  (visual  inspection,  sensory 
exam  with  monofilament  and  pulse  exam  within  the  last  12  months). 

The  measure  specifications  are  similar  to  PORI  #126  found  at  the  PORI  manual 
Web  site:  http://wvm.cms.hhs.gov/apps/amaAicense.asp?file=/PQRI/downloads/ 
2009PORIQualityMeasureSpecificationsManualandReleaseNotes.zip. 

Medication  Reconciliation  . 

The  measure  specifications  are  similar  to  PORI  #46  found  at  the  PORI  manual  Web 
site:  http://www.cms.hhs.gov/apps/ama/license.asp?file=/PQRI/downloads/ 

2009PQRIQualityMeasureSpecificationsManualandReleaseNotes.zip. 

Pneumococcal  Vaccination  Status — Overall  Rate . 

Measure  specifications  are  available  at  http://www.qualityforum.org/pdf/reports/lmmu- 
nization/4%2029%20lmmunizations_Nonmembers.pdf. 

Influenza  Vaccination  Status — Overall  Rate . 

Measure  specifications  are  available  at  http://www.quaiityforum.org/pdf/reports/lmmu- 
nization/4%2029%20lmmunizations  Nonmembers.pdf. 

SPECT  MPI  AND  Stress  Echocardiography  for  Preoperative  Evaluation  for  Low-Risk 
Non-Cardiac  Surgery  Risk  Assessment. 

The  measure  specifications  can  be  found  at  http://www.imagingmeasures.com/. 

Use  of  Stress  Echocardiography  or  SPECT  MPI  Post-Revascularization  Coronary 
Artery  Bypass  Graft. 

The  measure  specifications  can  be  found  at  http://www.imagingmeasures.com/. 

Use  of  Computed  Tomography  in  Emergency  Department  for  Headache  . 

The  measure  specifications  can  be  found  at  http://www.imagingmeasures.com/. 
Simultaneous  Use  of  Brain  Computed  Tomography  and  Sinus  Computed  Tomog¬ 
raphy. 

The  measure  specifications  can  be  found  at  http://www.imagingmeasures.com/. 

Appropriate  surgical  site  hair  removal  . 

The  measure  specifications  are  similar  to  Surgical  Care  Improvement  Project  Infec¬ 
tion  (SCIP)-6  which  can  be  found  at  http://qualitynet.org/ under  Hospital — Inpatient. 


Registry. 

Claims,  Registry. 

Claims,  Registry. 

Chart,  EHR. 
Claims,  EHR. 

Claims,  EHR. 

Claims,  EHR. 

Claims,  EHR. 

Claims,  EHR. 

Chart.  EHR. 

Chart.  EHR. 

Claims. 

Claims. 

Claims. 

Claims. 

Chart,  EHR. 
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We  invite  public  comment  on  these 
quality  measures  and  topics  that  we 
might  consider  proposing  to  adopt 
beginning  with  the  CY  2012  payment 
determination.  We  also  are  seeking 
suggestions  and  rationales  to  support 
the  adoption  of  measures  and  topics  for 
the  HOP  QDRP  which  do  not  appear  in 
the  table  above. 

D.  Proposed  Payment  Reduction  for 
Hospitals  That  Fail  To  Meet  the  HOP 
QDRP  Requirements  for  the  CY  2010 
Payment  Update 

1.  Background 

Section  1833{t)(17)(A)  of  the  Act, 
which  applies  to  hospitals  as  defined 
under  section  1886(d)(1)(B)  of  the  Act, 
requires  that  hospitals  that  fail  to  report 
data  required  for  the  quality  measures 
selected  by  the  Secretary,  in  the  form 
and  manner  required  by  the  Secretary 
under  section  1833(t)(17)(B)  of  the  Act, 
incur  a  2.0  percentage  point  reduction 
to  their  OPD  fee  schedule  increase 
factor,  that  is,  the  annual  payment 
update  factor.  Section  1833(t)(17)(A)(ii) 
of  the  Act  specifies  that  any  reduction 
would  apply  only  to  the  payment  year 
involved  and  would  not  he  taken  into 
account  in  computing  the  applicable 
OPD  fee  schedule  increase  factor  for  a 
subsequent  payment  year. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68769 
through  68772),  we  discussed  how  the 
payment  reduction  for  failure  to  meet 
the  administrative,  data  collection,  and 
data  submission  requirements  of  the 
HOP  QDRP  affected  the  CY  2009 
payment  update  applicable  to  OPPS 
payments  for  HOPD  services  furnished 
by  the  hospitals  defined  under  section 
1886(d)(1)(B)  of  the  Act  to  which  the 
program  applies.  The  application  of  a 
reduced  OPD  fee  schedule  increase 
factor  results  in  reduced  national 
unadjusted  payment  rates  that  apply  to 
certain  outpatient  items  and  services 
provided  by  hospitals  that  are  required 
to  report  outpatient  quality  data  and 
that  fail  to  meet  the  HOP  QDRP 
requirements.  All  other  hospitals  paid 
under  the  OPPS  receive  the  full  OPPS 
payment  update  without  the  reduction. 

The  national  unadjusted  payment 
rates  for  many  services  paid  under  the 
OPPS  equal  the  product  of  the  OPPS 
conversion  factor  and  the  scaled  relative 
weight  for  the  APC  to  which  the  service 
is  assigned.  The  OPPS  conversion 
factor,  which  is  updated  annually  by  the 
OPD  fee  schedule  increase  factor,  is 
used  to  calculate  the  OPPS  payment  rate 
for  services  with  the  following  status 
indicators  (listed  in  Addendum  B  to  this 
proposed  rule):  “P,”  “Ql,”  “Q2,”  “Q3,” 
“R,”  “S.”  “T,”  “V,”  “U,”  or  “X.”  In  the 


CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68770),  we 
adopted  a  policy  that  payment  for  all 
services  assigned  these  status  indicators 
would  be  subject  to  the  reduction  of  the 
national  unadjusted  payment  rates  for 
applicable  hospitals,  with  the  exception 
of  services  assigned  to  New  Technology 
APCs,  assigned  status  indicator  “S”  or 
“T,”  and  brachytherapy  sources, 
assigned  status  indicator  “U,”  which 
were  paid  at  charges  adjusted  to  cost  in 
CY  2009.  We  excluded  services  assigned 
to  New  Technology  APCs  from  the  list 
of  services  subject  to  the  reduced 
national  unadjusted  payment  rates 
because  the  OPD  fee  schedule  increase 
factor  is  not  used  to  update  the  payment 
rates  for  these  APCs. 

In  addition,  section  1833(t)(l6)(C)  of 
the  Act,  as  amended  by  section  142  of 
Public  Law  110-275,  specifically 
required  that  brachytherapy  sources  be 
paid  during  CY  2009  on  the  basis  of 
charges  adjusted  to  cost,  rather  than 
under  the  standard  OPPS  methodology. 
Therefore,  the  reduced  conversion  factor 
also  was  not  applicable  to  CY  2009 
payment  for  brachytherapy  sources 
because  payment  would  not  be  based  on 
the  OPPS  conversion  factor  and, 
consequently,  the  payment  rates  for 
these  services  were  not  updated  by  the 
OPD  fee  schedule  increase  factor. 
However,  in  accordance  with  section 
1833(t)(16)(C)  of  the  Act,  as  amended  by 
section  142  of  Public  Law  110-275, 
payment  for  brachytherapy  sources  at 
charges  adjusted  to  cost  is  set  to  expire 
on  January  1,  2010.  For  CY  2010,  we  are 
proposing  to  pay  prospectively  for 
brachytherapy  sources,  as  described  in 
section  VII.  of  this  proposed  rule. 
Therefore,  we  are  proposing  that  the  CY 
2010  payment  for  brachytherapy  sources 
would  be  based  on  the  conversion  factor 
and  the  quality  reporting  reduction 
policy  would  be  applicable  to 
brachytherapy  sources,  which  are 
assigned  status  indicator  “U.” 

The  OPD  fee  schedule  increase  factor, 
or  market  basket  update,  is  an  input  into 
the  OPPS  conversion  factor,  which  is 
used  to  calculate  OPPS  payment  rates. 
To  implement  the  requirement  to  reduce 
the  market  basket  update  for  hospitals 
that  fail  to  meet  reporting  requirements, 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68770 
through  68771),  we  calculated  two 
conversion  factors:  a  full  market  basket 
conversion  factor  (that  is,  the  full 
conversion  factor),  and  a  reduced 
market  basket  conversion  factor  (that  is, 
the  reduced  conversion  factor).  We  then 
calculated  a  reduction  ratio  by  dividing 
the  reduced  conversion  factor  by  tbe  full 
conversion  factor.  We  refer  to  this 
reduction  ratio  as  the  “reporting  ratio” 


to  indicate  that  it  applies  to  payment  for 
hospitals  that  fail  to  meet  their  reporting 
requirements.  Applying  this  reporting 
ratio  to  the  OPPS  payment  amounts 
results  in  reduced  national  unadjusted 
payment  rates  that  are  mathematically 
equivalent  to  the  reduced  national 
unadjusted  payment  rates  that  would 
result  if  we  multiplied  the  scaled  OPPS 
relative  weights  by  the  reduced 
conversion  factor.  To  determine  the 
reduced  national  unadjusted  payment 
rates  that  applied  to  hospitals  that  failed 
to  meet  their  quality  reporting 
requirements  for  the  CY  2009  OPPS,  we 
multiplied  the  final  full  national 
unadjusted  payment  rate  in  Addendum 
B  to  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  by  tbe  CY  2009 
OPPS  final  reporting  ratio  of  0.981  (73 
FR  68771). 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68771 
through  68772),  we  established  a  policy 
that  the  Medicare  beneficiary’s 
minimum  unadjusted  copayment  and 
national  unadjusted  copayment  for  a 
service  to  which  a  reduced  national 
unadjusted  payment  rate  applies  would 
each  equal  the  product  of  the  reporting 
ratio  and  the  national  unadjusted 
copayment  or  the  minimum  unadjusted 
copayment,  as  applicable,  for  the 
service.  We  applied  the  reporting  ratio 
to  both  the  minimum  unadjusted 
copayment  and  national  unadjusted 
copayment  for  those  hospitals  that 
received  the  payment  reduction  for 
failure  to  meet  the  HOP  QDRP  reporting 
requirements.  This  application  of  the 
reporting  ratio  to  the  national 
unadjusted  and  minimum  unadjusted 
copayments  was  calculated  according  to 
§  419.41  of  the  regulations,  prior  to  any 
adjustment  for  hospitals’  failure  to  meet 
the  quality  reporting  standards 
according  to  §  419.43(h).  Beneficiaries 
and  secondary  payers  thereby  share  in 
the  reduction  of  payments  to  these 
hospitals. 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68772),  we 
established  the  policy  that  all  other 
applicable  adjustments  to  the  OPPS 
national  unadjusted  payment  rates 
apply  in  those  cases  when  the  OPD  fee 
schedule  increase  factor  is  reduced  for 
hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP.  For 
example,  the  following  standard 
adjustments  now  apply  to  the  reduced 
national  unadjusted  payment  rates:  the 
wage  index  adjustment;  the  multiple 
procedure  adjustment;  the  interrupted 
procedure  adjustment;  the  rural  sole 
community  hospital  adjustrnent;  and  the 
adjustment  fpr  devices  furnished  with 
full  or  partial  credit  or  without  cost.  We 
believe  that  these  adjustments  continue 
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to  be  equally  applicable  to  payments  for 
hospitals  that  do  not  meet  the  HOP 
QDRP  requirements.  Similarly,  outlier 
paj'ments  will  continue  to  be  made 
when  the  criteria  are  met.  For  hospitals 
that  fail  to  meet  the  quality  data 
reporting  requirements,  the  hospitals’ 
costs  are  compared  to  the  reduced 
payments  for  purposes  of  outlier 
eligibility  and  payment  calculation. 

This  policy  conforms  to  current  practice 
under  the  IPPS.  For  a  complete 
discussion  of  the  OPPS  outlier 
calculation  and  eligibility  criteria,  we 
refer  readers  to  section  II.F.  of  this  CY 
2010  OPPS/ASC  proposed  rule. 

2.  Proposed  Reporting  Ratio  Application 
and  Associated  Adjustment  Policy  for 
CY  2010 

We  are  proposing  to  continue  our 
established  policy  of  applying  the 
reduction  of  the  OPD  fee  schedule 
increase  factor  through  the  use  of  a 
reporting  ratio  for  those  hospitals  that 
fail  to  meet  the  HOP  QDRP 
requirements  for  the  full  CY  2010 
annual  payment  update  factor.  For  the 
CY  2010  OPPS,  the  proposed  reporting 
ratio  is  0.980,  calculated  by  dividing  the 
reduced  conversion  factor  of  $66,118  by 
the  full  conversion  factor  of  $67,439.  We 
are  proposing  to  continue  to  apply  this 
reporting  ratio  to.  all  services  calculated 
using  the  OPPS  conversion  factor.  For 
the  CY  2010  OPPS,  we  are  proposing  to 
apply  the  reporting  ratio,  when 
applicable,  to  all  HCPCS  codes  to  which 
we  have  assigned  status  indicators  “P,” 
“Ql,”  “Q2,”  “Q3,”  “R,”  “S,”  “T,”  “V,” 
or  “X”  and,  effective  for  services 
furnished  on  or  after  January  1,  2010,  to 
also  apply  it  to  the  HCPCS  codes  for 
brachytherapy  sources,  to  which  we 
have  assigned  status  indicator  “U.” 
Under  our  established  policy,  we  would 
continue  to  exclude  services  paid  under 
New  Technology  APCs.  We  are 
proposing  to  continue  to  apply  this 
proposed  reporting  ratio  to  the  national 
unadjusted  payment  rates  and  the 
minimum  unadjusted  and  national 
unadjusted  copayment  rates  of  all 
applicable  services  for  those  hospitals 
that  fail  to  meet  the  HOP  QDRP 
reporting  requirements.  We  also  are 
proposing  to  continue  to  apply  all  other 
applicable  standard  adjustments  to  the 
OPPS  national  unadjusted  payment 
rates  for  hospitals  that  fail  to  meet  the 
requirements  of  the  HOP  QDRP. 
Similarly,  we  are  proposing  to  continue 
to  calculate  OPPS  outlier  eligibility  and 
outlier  payment  based  on  the  reduced 
payment  rates  for  those  hospitals  that 
fail  to  meet  the  reporting  requirements. 


E.  Proposed  Requirements  for  HOPD 
Quality  Data  Reporting  for  CY  2011  and 
Subsequent  Years 

In  order  to  participate  in  the  HOP 
QDRP,  hospitals  must  meet 
administrative,  data  collection  and 
submission,  and  data  validation 
requirements  (if  applicable).  Hospitals 
that  do  not  meet  the  requirements  of  the 
HOP  QDRP,  as  well  as  hospitals  not 
participating  in  the  program  and 
hospitals  that  withdraw  from  the 
program,  will  not  receive  the  full  OPPS 
payment  rate  update.  Instead,  in 
accordance  with  section  1833(t){17)(A) 
of  the  Act,  those  hospitals  will  receive 
a  reduction  of  2.0  percentage  points  in 
their  updates  for  the  applicable  payment 
year.  For  payment  determinations 
affecting  the  CY  2011  payment  update, 
we  are  proposing  to  implement  the 
requirements  listed  below.  Most  of  these 
requirements  are  the  same  as  the 
requirements  we  implemented  for  the 
CY  2010  payment  determination,  with 
some  proposed  modifications. 

1.  Administrative  Requirements 

To  participate  in  the  HOP  QDRP, 
several  administrative  steps  must  be 
completed.  These  steps  require  the 
hospital  to; 

•  Identify  a  QualityNet  administrator 
who  follows  the  registration  process 
located  on  the  QualityNet  Web  site 
[http://www.QuaIityNet.org)  and 
submits  the  information  to  the 
appropriate  CMS-designated  contractor. 
All  CMS-designated  contractors  will  be 
identified  on  the  QualityNet  Web  site. 
The  same  person  may  be  the  QualityNet 
administrator  for  both  the  RHQDAPU 
program  and  the  HOP  QDRP.  From  our 
experience,  we  believe  that  the 
QualityNet  administrator  typically 
fulfills  a  variety  of  tasks  related  to  the 
hospital’s  ability  to  participate  in  the 
HOP  QDRP,  such  as:  creating, 
approving,  editing  and/or  terminating 
QualityNet  user  accounts  within  the 
organization;  monitoring  QualityNet 
usage  to  maintain  proper  security  and 
confidentiality  measures;  and  serving  as 
a  point  of  contact  for  information 
regarding  QualityNet  and  the  HOP 
QDRP. 

In  the  past,  we  have  required  not  only 
that  the  hospital  designate  a  QualityNet 
administrator  for  purposes  of  registering 
the  hospital  to  participate  in  the  HOP 
QDRP,  but  also  that  the  hospital 
continually  maintain  a  QualityNet 
administrator  for  as  long  as  the  hospital 
participates  in  the  program.  We  have 
become  aware  that  the  required 
maintenance  of  the  QualityNet 
administrator  is  creating  an  undue 
technical  burden  for  some  hospitals  and 


that,  in  some  cases,  is  preventing  the 
hospital  from  meeting  all  HOP  QDRP 
requirements.  Therefore,  we  are 
proposing  to  no  longer  require  that  a 
hospital  maintain  current  designation  of 
a  QualityNet  administrator.  We  invite 
public  comment  on  this  proposed 
change.  Nevertheless,  we  strongly  urge 
hospitals  to  maintain  current 
designation  of  a  QualityNet 
administrator,  regardless  of  whether  the 
hospital  submits  data  directly  to  the 
CMS-designated  contractor  or  uses  a 
vendor  for  transmission  of  data. 

•  Register  with  QualityNet  regardless 
of  the  method  used  for  data  submission. 

•  Complete  and  submit  an  online 
participation  form  if  one  (or  a  paper 
Notice  of  Participation  form)  has  not 
been  previously  completed,  if  a  hospital 
has  previously  withdrawn,  or  if  the 
hospital  acquires  a  new  CCN.  For  HOP 
QDRP  decisions  affecting  the  CY  2011 
payment  determination,  hospitals  that 
share  the  same  CCN  must  complete  a 
single  online  participation  form.  In  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68772),  we 
implemented  an  online  registration  form 
and  eliminated  the  paper  form.  At  this 
time,  the  participation  form  for  the  HOP 
QDRP  is  separate  from  the  RHQDAPU 
program  and  completing  a  form  for  each 
program  is  required.  Agreeing  to 
participate  includes  acknowledging  that 
the  data  submitted  to  the  CMS- 
designated  contractor  will  be  submitted 
to  CMS  and  may  also  be  shared  with 
one  or  more  other  CMS  contractors  that 
support  the  implementation  of  the  HOP 
QDRP  and  be  publicly  reported. 

Under  our  current  requirements,  the 
deadline  for  submitting  the 
participation  form  is  30  days  following 
receipt  of  a  CCN  form  from  CMS  (73  FR 
68772).  We  are  proposing  to  change  this 
requirement  as  follows: 

Hospitals  with  Medicare  acceptance 
dates  on  or  after  January  1,  2010:  For 
the  CY  2011  payment  update,  we  are 
proposing  that  any  hospital  that  has  a 
Medicare  acceptance  date  on  or  after 
January  1,  2010  (including  a  new 
hospital  and  hospitals  that  have  merged) 
must  submit  a  completed  participation 
form  no  later  than  180  days  from  the 
date  identified  as  its  Medicare 
acceptance  date  on  the  CMS  Online 
System  Certification  and  Reporting 
(OSCAR)  system.  Hospitals  typically 
receive  a  package  notifying  them  of  their 
new  CCN  after  they  receive  their 
Medicare  acceptance  date.  The 
Medicare  acceptance  date  is  the  earliest 
date  that  a  hospital  can  receive 
Medicare  payment  for  the  services  that 
it  furnishes.  Completing  the 
participation  form  includes  supplying 
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the  name  and  address  of  each  hospital 
campus  that  shares  the  same  CCN. 

The  use  of  the  Medicare  acceptance 
date  as  beginning  the  timeline  for  HOP 
QDRP  participation  will  allow  CMS  to 
monitor  more  effectively  hospital 
compliance  with  the  requirement  to 
complete  a  participation  form  because  a 
hospital’s  Medicare  acceptance  date  is 
readily  available  to  CMS  through  its 
data  systems.  In  addition,  providing  an 
extended  time  period  to  register  for  the 
program  will  allow  newly  functioning 
hospitals  sufficient  time  to  get  their 
operations  up  and  running  before 
having  to  collect  and  submit  quality 
data.  We  invite  public  comment  on 
these  proposed  changes. 

Hospitals  with  Medicare  acceptance 
dates  before  January  1,  2010  that  want 
to  participate  or  withdraw:  For  the  CY 
2011  payment  update,  we  are  proposing 
that  any  hospital  that  has  a  Medicare 
acceptance  date  on  or  before  December 
31,  2009  that  wants  to  withdraw  from 
participation  in  the  CY2011  HOP  QDRP 
or  that  is  not  currently  participating  in 
the  HOP  QDRP  and  wishes  to 
participate  in  the  CY  2011  HOP  QDRP 
must  submit  a  participation  form  by 
March  31,  2010.  We  are  proposing  a 
deadline  of  March  31,  2010,  because  we 
believe  it  will  give  hospitals  sufficient 
time  to  decide  whether  they  wish  to 
participate  in  the  HOP  QD^,  as  well  as 
put  into  place  the  necessary  staff  and 
resources  to  timely  report  data  for  first 
quarter  CY  2010  services.  This 
requirement  applies  to  all  hospitals 
whether  or  not  the  hospital  has  billed 
for  payment  under  the  OPPS.  We  invite 
public  comment  on  these  proposed 
changes. 

2.  Data  Collection  and  Submission 
Requirements 

a.  General  Data  Collection  and 
Submission  Requirements 

We  are  proposing  that,  to  be  eligible 
for  the  full  CY  2011  OPPS  payment 
update,  hospitals  must; 

•  Submit  data:  Hospitals  that  are 
participating  in  the  HOP  QDRP  must 
submit  data  for  each  applicable  quarter 
by  the  deadline  posted  on  the 
QualityNet  Web  site;  there  must  be  no 
lapse  in  data  submission.  For  the  CY 
2011  annual  payment  update,  the 
applicable  quarters  will  be  as  follows; 
3rd  quarter  CY  2009,  4th  quarter  CY 
2009, 1st  quarter  CY  2010,  and  2nd 
quarter  CY  2010.  Hospitals  that  did  not 
participate  in  the  CY  2010  HOP  QDRP, 
but  would  like  to  participate  in  the  CY 
2011  HOP  QDRP,  and  that  have  a 
Medicare  acceptance  date  on  the 
OSCAR  system  before  January  1,  2010, 
must  begin  data  submission  for  1st 


quarter  CY  2010  services  using  the  CY 
2011  measure  set  that  will  be  finalized 
in  the  CY  2010  OPPS/ASC  final  rule 
with  comment  period.  For  those 
hospitals  with  Medicare  acceptance 
dates  on  or  after  January  1,  2010,  data 
submission  must  begin  with  the  first  full 
quarter  following  the  submission  of  a 
completed  online  participation  form. 

For  the  four  claims-based  measures,  we 
will  calculate  the  measures  using  the 
hospital’s  Medicare  claims  data.  For  the 
CY  2011  payment  update,  we  will 
utilize  paid  Medicare  fee-for-service 
(FFS)  claims  submitted  prior  to  January 
1,  2010,  to  calculate  these  four 
measures. 

Sampling  and  Case  Thresholds:  It  will 
not  be  necessary  for  a  hospital  to  submit 
data  for  all  eligible  cases  for  some 
measures  if  sufficient  eligible  case 
thresholds  are  met.  Instead,  for  those 
measures  where  a  hospital  has  a 
sufficiently  large  number  of  cases,  it  can 
sample  cases  and  submit  data  for  these 
sampled  cases  rather  than  submitting 
data  from  all  eligible  cases.  This 
sampling  scheme  which  includes  the 
minimum  number  of  cases  based  upon 
case  volume  will  be  set  out  in  the  HOPD 
Specifications  Manual  at  least  4  months 
in  advance  of  the  required  data 
collection.  Hospitals  must  meet  the 
sampling  requirements  for  required 
quality  measures  each  reporting  quarter. 

In  addition,  in  order  to  reduce  the 
burden  on  hospitals  that  treat  a  low 
number  of  patients  but  otherwise  meet 
the  submission  requirements  for  a 
particular  quality  measure,  hospitals 
that  have  five  or  fewer  claims  (both 
Medicare  and  non-Medicare)  for  any 
measure  included  in  a  measure  topic  in 
a  quarter  will  not  be  required  to  submit 
patient  level  data  for  the  entire  measure 
topic  for  that  quarter.  Even  if  hospitals 
cire  not  required  to  submit  patient  level 
data  because  they  have  five  or  fewer 
claims  (both  Medicare  and  non- 
Medicare)  for  any  measure  included  in 
a  measure  topic  in  a  quarter,  they  may 
voluntarily  do  so. 

Hospitals  must  submit  all  required 
data  according  to  the  data  submission 
schedule  that  will  be  available  on  the 
QualityNet  Web  site  {https:// 
www.QuaIityNet.org].  This  Web  site 
meets  or  exceeds  all  current  Health 
Insurance  Portability  and 
Accountability  Act  requirements. 
Submission  deadlines  will,  in  general, 
be  four  months  after  the  last  day  of  each 
calendar  quarter.  Thus,  for  example,  the 
submission  deadline  for  data  for 
services  furnished  during  the  first 
quarter  of  CY  2010  (January-March 
2010)  will  be  on  or  around  August  1, 
2010.  The  actual  submission  deadlines 


will  be  posted  on  the  http:// 
www.QuaIityNet.org  yN eh  site. 

Hospitals  must  submit  data  to  the 
OPPS  Clinical  Warehouse  using  either 
the  CMS  Abstraction  and  Reporting 
Tool  for  Outpatient  Department  (CART- 
OPD)  measures  or  the  tool  of  a  third- 
party  vendor  that  meets  the  measure 
specification  requirements  for  data 
transmission  to  QualityNet. 

Hospitals  must  submit  quality  data 
through  My  QualityNet,  the  secure 
portion  of  the  QualityNet  Web  site,  to 
the  OPPS  Clinical  Warehouse.  The 
OPPS  Clinical  Warehouse,  which  is 
maintained  by  a  CMS-designated 
contractor,  will  submit  the  OPPS 
Clinical  Warehouse  data  to  CMS.  OPPS 
Clinical  Warehouse  data  are  not 
currently  considered  to  be  QIO  data; 
rather,  we  consider  such  data  to  be  CMS 
data.  However,  it  is  possible  that  the 
information  in  the  OPPS  Clinical 
Warehouse  may  at  some  point  become 
QIO  information.  If  this  occurs,  these 
data  would  also  become  protected  under 
the  stringent  QIO  confidentiality 
regulations  in  42  CFR  part  480. 

Hospitals  must  collect  HOP  QDRP 
data  from  outpatient  episodes  of  care  to 
which  the  required  measures  apply.  For 
the  purposes  of  the  HOP  QDRP,  an 
outpatient  “episode  of  care’’  is  defined 
as  care  provided  to  a  patient  who  has 
not  been  admitted  as  an  inpatient,  but 
who  is  registered  on  the  hospital’s 
medical  records  as  an  outpatient  and 
receives  services  (rather  than  supplies 
alone)  directly  from  the  hospital.  Every 
effort  will  be  made  to  ensure  that  data 
elements  common  to  both  inpatient  and 
outpatient  settings  are  defined 
consistently  for  purposes  of  quality 
reporting  (such  as  “time  of  arrival’’). 

Hospitals  are  to  submit  required 
quality  data  using  the  CCN  under  which 
the  care  was  furnished. 

To  be  accepted  into  the  OPPS  Clinical 
Warehouse,  data  submissions,  at  a 
minimum,  must  be  timely,  complete, 
and  accurate.  Data  submissions  are 
considered  to  be  “timely”  when  data  are 
successfully  accepted  into  the  OPPS 
Clinical  Warehouse  on  or  before  the 
reporting  deadline.  A  “complete” 
submission  is  determined  based  on 
whether  the  data  satisfy  the  seunpling 
criteria  that  are  published  and 
maintained  in  the  HOPD  Specifications 
Manual,  and  must  correspond  to  both 
the  aggregate  number  of  cases  submitted 
by  a  hospital  and  the  number  of 
Medicare  claims  the  hospital  submits 
for  payment.  We  are  awene  of  “data 
lags”  that  occur  due  to  when  hospitals 
submit  claims,  then  cancel  and  correct 
those  claims;  efforts  will  be  made  to 
take  such  events  into  account  that  can 
change  the  aggregate  Medicare  case 
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counts.  To  be  considered  “accurate,” 
submissions  must  pass  validation,  if 
applicable. 

CMS  strongly  recommends  that 
hospitals  review  OPPS  Clinical 
Warehouse  feedback  reports  and  the 
HOP  QDRP  Provider  Participation 
Reports  that  are  accessible  through  their 
QualityNet  accounts.  These  reports 
enable  hospitals  to  verify  whether  the 
data  they  or  their  vendor  submitted  was 
accepted  into  the  OPPS  Clinical 
Warehouse  and  the  date/time  that  such 
acceptance  occurred.  We  also  note  that 
irrespective  of  whether  a  hospital 
submits  data  to  the  OPPS  Clinical 
Warehouse  itself  or  uses  a  vendor  to 
complete  the  submissions,  the  hospital 
is  responsible  for  ensuring  that  HOP 
QDRP  requirements  are  met. 

Finally,  although  not  required, 
hospitals  may  submit,  on  a  voluntary 
basis,  the  aggregate  numbers  of 
outpatient  episodes  of  care  which  are 
eligible  for  submission  under  the  HOP 
QDRP  and  sample  size  counts.  These 
aggregated  numbers  of  outpatient 
episodes  represent  the  number  of 
outpatient  episodes  of  care  in  the 
universe  of  all  possible  cases  eligible  for 
data  reporting  under  the  HOP  QDRP. 

We  do  not  wish  to  require  this 
submission  at  this  time  because  we 
continue  to  see  evidence  that  some 
hospitals  would  not  be  able  to  meet  this 
requirenqent.  However,  as  it  is  Vital  for 
quality  data  reporting  for  hospitals  to  be 
able  to  determine  their  population  sizes, 
we  believe  it  is  highly  beneficial  for 
hospitals  to  develop  systems  that  can 
determine  whether  or  not  they  have 
furnished  services  or  billed  for  five  or 
fewer  cases  for  a  particular  measure 
topic  on  a  quarterly  basis.  CMS  strongly 
recommends  that  all  hospitals  work  to 
develop  systems  that  can  accurately 
determine  their  population  and  sample 
sizes  for  purposes  of  quality  reporting. 

In  the  future,  we  plan  to  use  the 
aggregate  population  and  sample  size 
data  to  assess  data  submission 
completeness  and  adherence  to 
sampling  requirements  for  Medicare  and 
non-Medicare  patients. 

For  the  reporting  of  aggregate 
numbers  of  outpatient  episodes  of  care 
and  sample  size  counts,  we  are 
proposing  that  the  deadlines  for  this 
reporting  will  he  the  same  as  they  are 
for  the  reporting  of  quality  measures, 
and  these  deadlines  will  be  posted  on 
the  data  submission  schedule  that  will 
be  available  on  the  QualityNet  Web  site. 

We  invite  public  comment  on  these 
proposed  changes. 


b.  Extraordinary  Circumstance 
Extension  or  Waiver  for  Reporting 
Quality  Data 

In  our  experience,  there  have  been 
times  when  hospitals  have  been  unable 
to  submit  required  quality  data  due  to 
extraordinary  circumstances  that  are  not 
within  their  control.  It  is  our  goal  to  not 
penalize  hospitals  for  such 
circumstances  and  we  do  not  want  to 
unduly  increase  their  burden  during 
these  times.  Therefore,  we  are  proposing 
a  process  for  hospitals  to  follow  so  that 
we  may  consider  granting  extensions  or 
waivers  with  respect  to  the  reporting  of 
required  quality  data  when  there  are 
extraordinary  circumstances  heyond  the 
control  of  the  hospital. 

In  the  event  of  extraordinary 
circumstances  not  within  the  control  of 
the  hospital,  for  the  hospital  to  receive 
consideration  for  an  extension  or  waiver 
of  the  requirement  to  submit  quality 
data  for  one  or  more  quarters,  a  hospital 
must — 

(1)  Submit  to  CMS  a  request  form  that 
will  he  made  available  on  the 
QualityNet  Web  site.  The  following 
information  should  be  noted  on  the 
form: 

•  Hospital  CCN; 

•  Hospital  Name; 

•  CEO  and  any  other  designated 
personnel  contact  information, 
including  name,  e-mail  address, 
telephone  number,  and  mailing  address 
(must  include  a  physical  address,  a  post 
office  box  address  is  not  acceptable); 

•  Identified  reason  for  requesting  an 
extension  or  waiver; 

•  Hospital’s  reason  for  requesting  an 
extension  or  waiver; 

•  Evidence  of  the  impact  of  the 
extraorduiciry  circumstances,  including 
but  not  limited  to  photographs, 
newspaper  and  other  media  articles;  and 

•  A  date  when  the  hospital  will  again 
be  able  to  submit  HOP  QDRP  data,  and 
a  justification  for  the  proposed  date. 

The  request  form  must  be  signed  by 
the  hospital’s  CEO.  A  request  form  must 
be  submitted  within  30  days  of  the  date 
that  the  extraordineu’y  circumstance 
occurred. 

Following  receipt  of  such  a  request, 
CMS  will— 

(1)  Provide  a  written 
acknowledgement  using  the  contact 
information  provided  in  the  request,  to 
the  CEO  and  any  additional  designated 
hospital  personnel,  notifying  them  that 
the  hospital’s  request  has  been  received; 
and 

(2)  Provide  a  formal  response  to  the 
CEO  and  any  additional  designated 
hospital  personnel  using  the  contact 
information  provided  in  the  request 
notifying  them  of  our  decision. 


We  invite  public  comment  on  these 
proposed  procedures  for  requesting  an 
extraordinary  circumstance  extension  or 
waiver  of  the  requirement  to  submit 
quality  data  for  one  or  more  quarters. 

3.  HOP  QDRP  Validation  Requirements 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68776),  we 
announced  a  voluntary  test  validation 
program,  the  results  of  which  would  not 
affect  the  CY  2010  payment  update  for 
any  hospital.  Due  to  resource 
constraints,  we  were  not  able  to 
implement  this  test  validation  plan. 

a.  Proposed  Data  Validation 
Requirements  for  CY  2011 

Validation,  as  discussed  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66871),  is 
intended  to  provide  assurance  of  the 
accuracy  of  the  hospital  abstracted  data. 
For  the  CY  2011  payment 
determination,  we  are  proposing  to 
implement  a  validation  program  that 
will  require  hospitals  to  supply 
requested  medical  documentation  to  a 
CMS  contractor  for  purposes  of  being 
validated.  However,  the  results  of  the 
validation  will  not  affect  the  CY  2011 
payment  update  for  any  hospital.  We 
believe  that  it  is  important  for  hospitals 
to  have  some  experience  and  knowledge 
of  the  HOP  QDRP  validation  process 
before  payment  determinations  are 
made  based  upon  validation  results.  We 
are  proposing  to  implement  a  validation 
program  that  will  both  limit  burden 
upon  hospitals,  especially  small 
hospitals,  as  well  as  provide  feedback  to 
all  hospitals  on  validation  performance. 

Specifically,  we  are  proposing  to 
select  a  random  sample  of  7,300  cases 
from  all  cases  successfully  submitted  to 
the  OPPS  Clinical  Warehouse  by  all 
participating  hospitals  for  the  relevant 
time  period  described  below  and 
validate  those  data.  Based  upon  the 
quality  data  submitted  for  the  CY  2009 
payment  update  and  our  methodology 
for  drawing  the  sample,  we  estimate  that 
the  sample  will  include  up  to  20  cases 
per  participating  hospital;  the  same 
number  of  cases  sampled  on  an  annual 
basis  for  validation  under  the 
RHQDAPU  program.  A  sample  size  of 
7,300  was  chosen  because  it  will  enable 
us  to  detect  a  relative  difference  of  10 
percent  in  the  measured  overall 
accuracy  rate  with  a  95  percent  (two- 
tailed)  confidence  interval  and  should 
provide  sufficient  data  to  conduct  post- 
hoc  stratified  analyses  that  provide 
meaningful  feedback.  These  figures  are 
based  upon  a  power  analysis  assuming 
a  population  measure  mismatch  rate  of 
5  percent  with  the  outcomes  being 
either  a  match  or  a  mismatch  between 
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what  the  hospital  submitted  versus  what 
was  determined  by  validation.  We 
intend  to  supply  feedback  on  the 
validation  results  to  all  hospitals. 

We  are  proposing  to  request  medical 
documentation  from  hospitals  for  April 
1,  2009  through  March  31,  2010 
episodes  of  care,  which  will  allow  us  to 
gather  one  full  year  of  submitted  data 
for  validation  purposes. 

Once  we  have  completed  the  random 
selection,  a  designated  CMS  contractor 
will  use  certified  mail  to  request  that 
each  selected  hospital  send  to  it 
supporting  medical  record 
documentation  that  corresponds  to  each 
selected  episode  of  care.  Each  hospital 
must  submit  this  documentation  to  the 
designated  CMS  contractor  within  45 
calendar  days  of  the  date  of  the  request 
(as  documented  on  the  request  letter).  If 
the  hospital  fails  to  comply  within  30 
days  of  the  initial  medical 
documentation  request,  the  designated 
CMS  contractor  will  send  a  second 
certified  letter  to  the  hospital  reminding 
it  that  the  requested  documentation 
must  be  received  within  45  calendar 
days  following  the  date  of  the  initial 
request.  If  the  hospital  still  fails  to 
comply,  a  “zero”  score  will  be  assigned 
to  each  data  element  for  each  selected 
case  and  the  case  will  fail  for  all 
measures  in  the  same  topic  (for 
example,  OP-6  and  OP-7  measures  for 
a  surgical  care  case). 

Once  the  CMS  contractor  receives  the 
requested  medical  documentation,  it 
will  independently  reabstract  the  same 
quality  measure  data  elements  that  the 
hospital  previously  abstracted  and 
submitted  and  compare  the  two  sets  of 
data  to  determine  whether  they  match. 
Specifically,  it  will  conduct  a  measures 
level  validation  by  calculating  each 
measure  within  a  submitted  record 
using  the  independently  reabstracted 
data  and  then  comparing  this  to  the 
measure  reported  by  the  hospital;  a 
percent  agreement  will  then  be 
calculated. 

As  we  stated  above,  the  results  of  the 
validation  will  not  affect  a  hospital’s  CY 
2011  annual  payment  update  because 
we  want  to  give  hospitals  time  to  gain 
experience  with  the  medical 
documentation  requests  and  the 
validation  process  before  these  results 
are  used  in  payment  determinations. 
However,  hospitals  must  supply  the 
medical  documentation  for  each 
requested  case;  failure  to  provide  this 
documentation  may  result  in  a  2.0 
percentage  point  reduction  in  a 
hospital’s  CY  2011  annual  payment 
update. 


b.  Proposed  Data  Validation  Approach 
for  CY  2012  and  Subsequent  Years 

Similar  to  our  proposal  for  the  FY 
2012  RHQDAPU  program  (74  FR  24178), 
we  are  proposing  to  validate  data  from 
800  randomly  selected  hospitals 
(approximately  20  percent  of  all 
participating  HOP  QDRP  hospitals)  each 
year,  beginning  with  the  CY  2012 
payment  determination.  We  note  that 
because  the  800  hospitals  will  be 
selected  randomly,  every  HOP  QDRP- 
participating  hospital  will  be  eligible 
each  year  for  validation  selection.  For 
each  selected  hospital,  we  are  proposing 
to  randomly  validate  per  year  up  to  48 
patient  episodes  of  care  (12  per  quarter) 
from  the  total  number  of  cases  that  the 
hospital  successfully  submitted  to  the 
OPPS  Clinical'Warehouse.  However,  if  a 
selected  hospital  has  submitted  less 
than  12  cases  in  one  or  more  quarters, 
only  th,ose  cases  available  will  be 
validated.  For  each  selected  episode  of 
care,  a  designated  CMS  contractor  will 
request  that  the  hospital  submit  the 
supporting  medical  record 
documentation  that  corresponds  to  the 
episode.  We  will  not  be  selecting  cases 
stratified  by  measme  or  topic;  our 
interest  is  whether  the  data  submitted 
by  hospitals  accurately  reflect  the  care 
delivered  and  documented  in  the 
medical  record,  not  what  the  accuracy  is 
by  measure  or  whether  there  are 
differences  by  measure  or  topic.  We  are 
proposing  to  sample  data  for  April  1, 
2010  to  March  31,  2011  services  because 
this  will  provide  a  full  year  of  the  most 
recent  data  possible  to  use  for  purposes 
of  completing  the  validation  in  time  to 
make  the  CY  2012  payment 
determinations. 

For  the  CY  2012  and  subsequent 
years’  payment  determinations,  we 
would  use  the  validation  methodology 
proposed  for  the  CY  2011  payment 
update  with  validation  Being  done  for 
each  selected  hospital.  Specifically,  we 
would  conduct  a  measures  level 
validation  by  calculating  each  measure 
within  a  submitted  record  using  the 
independently  reabstracted  data  emd 
then  comparing  this  to  the  measvue 
reported  by  the  hospital;  a  percent 
agreement  will  then  be  calculated. 

To  receive  the  full  OPPS  payment 
update,  we  are  proposing  that  hospitals 
must  attain  at  least  a  90  percent 
reliability  score,  based  upon  om 
validation  process,  for  the  designated 
time  period.  We  will  use  the  lower 
bound  of  a  two-tailed  95  percent 
confidence  interval  to  estimate  the 
validation  score.  If  the  calculated  upper 
limit  is  above  the  required  90  percent 
reliability  threshold,  we  will  consider  a 
hospital’s  data  to  be  “validated”  for 


payment  purposes.  We  believe  that 
hospitals  will  be  able  to  attain  higher 
accuracy  rates  based  on  the  proposed 
measure  level  match  approach  versus  a 
data  element  level  approach;  therefore, 
we  are  proposing  to  implement  a  higher 
threshold  for  accuracy  than  we 
currently  use  (and  are  proposing  to  use) 
for  validation  purposes  under  the 
RHQDAPU  program.  We  believe  that  a 
hospital  will  be  able  to  achieve  a  higher 
accuracy  rate  under  this  validation 
process  because  we  are  not  calculating 
whether  each  data  element  matfches. 
Instead,  we  are  determining  whether  or 
not  the  reabstracted  measure  result  (for 
example,  was  aspirin  given  at  arrival  as 
part  of  an  episode  of  care  that  was 
properly  included  in  the  reported  data) 
matches  the  measure  result  that  was 
submitted  by  the  hospital.  In  other 
words,  we  are  more  interested  in 
whether  the  measure  as  a  whole  has 
been  accurately  reported  than  we  are  in 
whether  each  data  element  that  makes 
up  the  measure  has  been  accurately 
reported.  Thus,  we  are  focusing  on 
whether  the  quality  measure  as  a  whole 
that  a  hospital  reports  matches  what  is 
in  the  medical  record  as  determined  by 
our  reabstraction.  The  reason  we  are 
proposing  to  implement  a  measure  level 
match  for  the  HOP  QDRP,  rather  than  a 
data  element  match,  is  that  in  our 
experience  with  the  RHQDAPU 
program,  hospitals  sometimes  receive 
low  validation  scores  due  to  data 
element  mismatching  and  not  because 
the  care  administered  did  not  match 
what  was  documented  in  the  medical 
record. 

We  believe  that  validating  a  larger 
number  of  cases  per  hospital,  but  only 
for  800  randomly  selected  hosjpitals,  and 
validating  these  cases  at  the  measure 
level  (rather  than  at  the  data  element 
level)  has  several  benefits.  We  believe 
that  this  approach  is  suitable  for  the 
HOP  QDRP  because  it  will:  produce  a 
more  reliable  estimate  of  whether  a 
hospital’s  submitted  data  have  been 
abstracted  accurately;  provide  more 
statistically  reliable  estimates  of  the 
quality  of  care  delivered  in  each 
selected  hospital  as  well  as  at  a  national 
level;  and  reduce  overall  hospital 
burden  because  most  hospitals  will  not 
be  selected  to  undergo  validation  each 
year. 

We  solicit  public  comments  on  this 
proposed  validation  methodology. 

c.  Additional  Data  Validation 
Conditions  Under  Consideration  for  CY 
2012  and  Subsequent  Years 

We  are  considering  building  upon 
what  we  are  proposing  as  a  validation 
approach  for  CY  2012  and  subsequent 
years.  We  are  considering,  in  addition  to 
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selecting  a  random  sample  of  hospitals 
for  validation  purposes,  selecting 
targeted  hospitals  based  on  criteria 
designed  to  measure  whether  the  data 
they  have  reported  raises  a  concern 
regarding  data  accuracy.  Because  little 
data  have  been  collected  under  the  HOP 
QDRP  at  this  point,  we  are  considering 
this  approach  for  possible  use  beginning 
with  the  CY  2012  payment 
determination.  Examples  of  targeting 
criteria  could  include: 

•  Abnormal  data  patterns  identified 
such  as  consistently  high  HOP  QDRP 
measure  denominator  exclusion  rates 
resulting  in  unexpectedly  low 
denominator  counts. 

•  Whether  a  hospital  had  previously 
failed  validation;  and/or 

•  Whether  a  hospital  had  not  been 
previously  selected  for  validation  for  2 
or  more  consecutive  years. 

Another  example  of  a  possible 
targeting  criterion  would  involve  some 
combination  of  the  some  or  all  of  the 
criteria  discussed  above. 

We  again  solicit  comments  on 
whether  these  criteria,  or  another 
approach,  should  be  applied  in  futme 
years.  We  especially  solicit  suggestions 
for  additional  criteria  that  could  be  used 
to  target  hospitals  for  validation. 

F.  Proposed  2010  Publication  of  HOP 
QDRP  Data 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period,  we  stated  our 
intention  to  make  the  information 
collected  under  the  HOP  QDRP 
available  to  the  public  in  2010  (74  FR 
68778).  In  the  CY  2008  OPPS/ASC  final 
rule  with  comment  period,  we  stated 
that  “[ijnformation  from  non-validated 
data,  including  the  initial  reporting 
period  (April — June  2008)  will  not  be 
posted”  (72  FR  66874).  However, 
section  1833(t)(17)(E)  of  the  Act  requires 
that  the  Secretary  establish  procedures 
to  make  data  collected  under  the  HOP 
QDRP  available  to  the  public,  and  does 
not  require  that  such  data  be  validated 
before  it  is  made  public.  Moreover, 
under  existing  procedures  for  the 
RHQDAPU  program,  data  submitted  by 
hospitals  are  publicly  reported 
regardless  of  whether  those  data  are 
successfully  validated  for  payment 
determination  purposes.  For  these 
reasons,  we  are  proposing  to  make  data 
collected  for  quarters  beginning  with 
third  quarter  of  CY  2008  (July  - 
September  2008)  imder  the  HOP  QDRP 
publicly  available,  regardless  of  whether 
those  data  have  been  validated  for 
payment  determination  purposes.  We 
invite  public  comment  on  this  proposal. 

As  we  noted  in  section  XVI.A.5.C.  of 
this  proposed  rule,  in  the  CY  2009 
OPPS/ASC  final  rule  with  comment 


period  (73  FR  68778),  we  established 
that  for  CY  2010,  hospitals  sharing  the 
same  CCN  must  combine  data  collection 
and  submission  across  their  multiple 
campuses  for  the  clinical  measures  for 
public  reporting  purposes  and  that  we 
will  publish  quality  data  by  CCN  under 
the  HOP  QDRP.  This  approach  is 
consistent  with  the  approach  taken 
under  the  RHQDAPU  program.  In  that 
final  rule  with  comment  period,  we  also 
stated  that  we  intend  to  indicate 
instances  where  data  from  two  or  more 
hospitals  are  combined  to  form  the 
publicly  reported  measures  on  the  Web 
site. 

G.  Proposed  HOP  QDRP 
Reconsideration  and  Appeals 
Procedures 

When  the  RHQDAPU  program  was 
initially  implemented,  it  did  not  include 
a  reconsideration  process  for  hospitals. 
Subsequently,  we  received  many ' 
requests  for  reconsideration  of  those 
payment  decisions  and,  as  a  result, 
established  a  process  by  which 
participating  hospitals  would  submit 
requests  for  reconsideration.  We 
anticipated  similar  concerns  with  the 
HOP  QDRP  and,  therefore,  in  the  CY 
2008  OPPS/ASC  final  rule  with 
comment  period  (72  FR  66875)  we 
stated  our  intent  to  implement  for  the 
HOP  QDRP  a  reconsideration  process 
modeled  after  the  reconsideration  t 
process  we  implemented  for  the 
RHQDAPU  program.  In  the  CY  2009 
OPPS/ASC  final  rule  with  comment 
period  (73  FR  68779),  we  adopted  a 
mandatory  reconsideration  process  that 
will  apply  to  the  CY  2010  payment 
decisions.  We  are  proposing  to  continue 
this  process  for  the  CY  2011  payment 
update.  Under  this  proposed  process, 
the  hospitals  must — 

(1)  Submit  to  CMS,  via  QualityNet,  a 
Reconsideration,^equest  form  that  will 
be  made  available  on  the  QualityNet 
Web  site;  this  form  must  be  submitted 
by  February  3,  2011  and  must  contain 
the  following  information; 

•  Hospital  CCN. 

•  Hospital  Name. 

•  CMS-identified  reason  for  failure 
(as  provided  in  any  CMS  notification  of 
failure  to  the  hospital). 

•  Hospital  basis  for  requesting 
reconsideration.  This  must  identify  the 
hospital’s  specific  reason(s)  for 
believing  it  met  the  HOP  QDRP 
requirements  and  should  receive  a  full 
annual  payment  update. 

•  CEO  and  any  additional  designated 
hospital  personnel  contact  information, 
including  name,  e-mail  address, 
telephone  number,  and  mailing  address 
(must  include  physical  address,  not  just 
a  post  office  box). 


•  A  copy  of  all  materials  that  the 
hospital  submitted  in  order  to  receive 
the  full  payment  update  for  CY  2011. 
Such  material  would  include,  but  may 
not  be  limited  to,  the  applicable  Notice 
of  Participation  form  or  completed 
online  registration  form,  and  quality 
measure  data  that  the  hospital 
submitted  via  QualityNet. 

The  request  must  he  signed,  by  the 
hospital’s  CEO. 

(2)  Following  receipt  of  a  request  for 
reconsideration,  CMS  will — 

•  Provide  an  e-mail 
acknowledgement,  using  the  contact 
information  provided  in  the 
reconsideration  request,  to  the  CEO  and 
any  additional  designated  hospital 
personnel  notifying  them  that  the 
hospital’s  request  has  been  received. 

•  Provide  a  formal  response  to  the 
hospital  CEO  and  any  additional 
designated  hospital  personnel,  using  the 
contact  information  provided  in  the 
reconsideration  request,  notifying  the 
hospital  of  the  outcome  of  the 
reconsideration  process. 

If  a  hospital  is  dissatisfied  with  the 
result  of  a  HOP  QDRP  reconsideration 
decision,  the  hospital  may  file  an  appeal 
under  42  CFR  Part  405,  Subpart  R 
(PRRB  appeal). 

H.  Reporting  of  ASC  Quality  Data 

As  discussed  above,  section  109(b)  of 
the  MIEA-TRHCA  amended  section 
1833(i)  of  the  Act  by  redesignating 
clause  (iv)  as  clause  (v)  and  adding  new 
clause  (iv)  to  paragraph  (2)(D)  and  new 
paragraph  (7)  to  the  Act.  These 
amendments  authorize  the  Secretary  to 
require  ASCs  to  submit  data  on  quality 
measures  and  to  reduce  the  annual 
payment  update  in  a  year  by  2.0 
percentage  points  for  ASCs  that  fail  to 
do  so.  These  provisions  permit,  but  do 
not  require,  the  Secretary  to  require 
ASCs  to  submit  such  data  and  to  reduce 
any  annual  increase  for  noncompliant 
ASCs. 

In  the  CY  2008  OPPS/ASC  final  rule 
with  comment  period  (72  FR  66875)  and 
in  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68780),  we 
indicated  that  we  intended  to 
implement  the  provisions  of  section 
109(b)  of  the  MIEA-TRHCA  in  a  future 
rulemaking.  While  promoting  high 
quality  care  in  the  ASC  setting  through 
quality  reporting  is  highly  desirable  and 
fully  in  line  with  our  efforts  under  other 
payment  systems,  the  transition  to  the 
revised  payment  system  in  CY  2008 
posed  significant  challenges  to  ASCs, 
and  we  determined  that  it  would  be 
most  appropriate  to  allow  time  for  ASCs 
to  gain  some  experience  with  the 
revised  payment  system  before 
introducing  other  new  requirements. 
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Further,  by  implementing  quality 
reporting  under  the  OPPS  prior  to 
establishing  quality  reporting  for  ASCs, 
CMS  would  gain  experience  with 
quality  measurement  in  the  ambulatory 
setting  in  order  to  identify  the  most 
appropriate  measures  for  quality 
reporting  in  ASCs  prior  to  the 
introduction  of  the  requirement  in 
ASCs.  Finally,  we  are  sensitive  to  the 
potential  burden  on  ASCs  associated 
with  chart  abstraction  and  believe  that 
adopting  such  measures  at  this  time  is 
in  contrast  with  our  desire  to  minimize 
collection  burden,  particularly  when 
measures  may  be  reported  via  EHRs  in 
the  future. 

We  continue  to  believe  that  promoting 
high  quality  care  in  the  ASC  setting 
through  quality  reporting  is  highly 
desirable  and  fully  in  line  with  our 
efforts  under  other  payment  systems. 
However,  we  continue  to  have  the 
concerns  outlined  above  for  CY  2010 
and,  therefore,  we  intend  to  implement 
the  provisions  of  section  109(b)  of  the 
MIEA-TRHCA  in  a  future  rulemaking. 
We  invite  public  comment  on  this 
deferral  of  quality  data  reporting  for 
ASCs  and  invite  suggestions  for  quality 
measures  geared  toward  the  services 
provided  by  ASCs.  We  again  seek 
comment  on  potential  reporting 
mechanisms  for  ASC  quality  data, 
including  electronic  submission  of  these 
data. 

/.  Electronic  Health  Records 

As  stated  above,  CMS  is  actively 
seeking  alternatives  to  manual  chart 
abstraction  for  the  collection  of  quality 
measures  for  its  quality  data  reporting 
programs.  Among  these  alternatives  are 
claims-based  measme  calculation, 
collection  of  data  from  systematic 
registries  widely  used  by  hospitals,  and 
electronic  submission  of  quality 
measures  via  EHRs.  In  the  CY  2009 
OPPS/ ASC  final  rule  with  comment 
period,  commenters  suggested  that  we 
adopt  measures  that  can  be  collected  via 
EHRs  (73  FR  68769).  We  agree  with  the 
commenters  about  the  importance  of 
actively  working  to  move  to  a  system  of 
data  collection  based  on  submission 
from  EHRs.  We  have  been  engaged  with 
health  IT  standards  setting  organizations 
to  promote  the  adoption  of  the 
necessary  standards  regarding  data 
capture  to  facilitate  data  collection  via 
EHRs,  and  have  been  collaborating  with 
such  organizations  on  standards  for  a 
number  of  quality  measures.  We 
encourage  hospitals  to  take  steps  toward 
the  adoption  of  EHRs  that  will  allow  for 
reporting  of  clinical  quality  data  from 
the  EHR  directly  to  a  CMS  data 
repository.  We  also  encourage  hospitals 
that  are  implementing,  upgrading  or 


developing  EHR  systems  to  ensure  that 
such  systems  conform  to  standards 
adopted  by  HHS.  We  invite  public 
comment  on  the  future  direction  of 
EHR-based  quality  measure  submission 
with  respect  to  the  HOP  QDRP. 

XVII.  Healthcare-Associated  Conditions 

A.  Background 

1.  Preventable  Medical  Errors  and 
Hospital-Acquired  Conditions  (HACs) 
under  the  IPPS 

As  noted  in  its  landmark  1999  report 
“To  Err  is  Human:  Building  a  Safer 
Health  System,”  the  Institute  of 
Medicine  found  that  medical  errors  are 
a  leading  cause  of  morbidity  and 
mortality  in  the  United  States.  Total 
national  costs  of  these  errors  due  to  lost 
productivity,  disability,  and  health  care 
costs  were  estimated  at  $17  billion  to 
$29  billion. 2  As  one  approach  to 
combating  healthcare-associated 
conditions,  in  2005,  Congress 
authorized  CMS  to  adjust  Medicare  IPPS 
hospital  payments  to  encourage  the 
prevention  of  these  conditions.  Section 
1886(d)(4)(D)  of  the  Act  (as  added  by 
section  5001(c)  of  the  Deficit  Reduction 
Act  (DRA)  of  2005,  Pub.  L.  109-171) 
required  the  Secretary  to  select  by 
October  1,  2007,  at  least  two  conditions 
that  are:  (1)  High  cost,  high  volume,  or 
both;  (2)  assigned  to  a  higher  paying 
diagnosis-related  group  (DRG)  when 
present  as  a  secondary  diagnosis;  and 
(3)  could  reasonably  have  been 
prevented  through  the  application  of 
evidence-based  guidelines.  CMS  has 
titled  this  initiative  “Hospital-Acquired 
Conditions  (HAC)  and  Present  on 
Admission  (POA)  Indicator  Reporting.” 
Since  October  1,  2008,  Medicare  no 
longer  assigns  a  hospital  inpatient 
discharge  to  a  higher  paying  Medicare 
Severity  Diagnosis-Related  Group  (MS- 
DRG)  if  a  selected  HAC  is  not  present  on 
admission.  That  is,  if  there  is  a  HAC,  the 
case  is  paid  as  though  the  secondary 
diagnosis  was  not  present.  However,  if 
any  nonselected  complications  or 
comorbidities  appear  on  the  claim,  the 
claim  will  be  paid  at  the  higher  MS- 
DRG  rate;  to  cause  a  lower  MS-DRG 
payment,  all  complications  or 
comorbidities  on  the  claim  must  be 
selected  conditions  for  the  HAC 
payment  provision.  Since  October  1, 
2007,  CMS  has  required  hospitals  to 
submit  information  on  Medicare 
hospital  inpatient  claims  specifying 
whether  diagnoses  were  POA. 


2  Institute  of  Medicine:  To  Err  Is  Human:  Building 
a  Safer  Health  System,  November  1999.  Available 
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2.  Expanding  the  Principles  of  the  IPPS 
HACs  Payment  Provision  to  the  OPPS 

In  the  CY  2009  OPPS/ ASC  proposed 
rule  and  final  rule  with  comment  period 
(73  FR  41547  and  68781,  respectively), 
we  discussed  whether  the  principle  of 
Medicare  not  paying  more  for 
preventable  HACs  during  inpatient  stays 
paid  under  the  IPPS  could  be  applied 
more  broadly  to  other  Medicare 
payment  systems  in  other  settings  for 
conditions  that  occur  or  result  from 
health  care  delivered  in  those  settings. 
We  also  acknowledged  that 
implementation  of  this  concept  would 
be  different  for  each  setting,  as  each 
Medicare  payment  system  is  unique.  As 
we  have  used  in  past  rulemaking  and 
general  notices,  in  the  following 
discussion  in  this  proposed  rule,  we 
refer  to  conditions  that  occur  in  the 
hospital  inpatient  setting  as  “hospital- 
acquired  conditions  (HACs),”  to 
conditions  that  occur  in  HOPDs  as 
“hospital  outpatient  healthcare- 
associated  conditions  (HOP-HACs),” 
and  to  conditions  that  result  from  care 
in  settings  other  than  the  hospital 
inpatient  and  HOPD  settings  as 
“healthcare-associated  conditions. ’ ’ 

In  both  the  CY  2009  OPPS/ ASC 
proposed  rule  and  final  rule  with 
comment  period,  we  specifically 
presented  our  rationale  for  considering 
the  HOPD  as  a  possible  appropriate 
setting  for  Medicare  to  extend  to  the 
OPPS  the  concept  of  not  paying  more 
for  preventable  healthcare-associated 
conditions  that  occur  as  a  result  of  care 
provided  during  a  hospital  encounter. 
For  example,  hospitals  provide  a  broad 
array  of  services  in  their  HOPDs  that 
may  overlap  or  precede  the  inpatient 
activities  of  the  hospital,  including 
many  surgical  procedures  and 
diagnostic  tests  that  are  commonly 
performed  on  both  hospital  inpatients 
and  outpatients.  Similarly,  individuals 
who  are  eventually  admitted  as  hospital 
inpatients  often  initiate  their  hospital 
encounter  in  the  HOPD,  where  they 
receive  care  during  clinic  or  emergency 
department  visits  or  observation  care 
that  precede  their  inpatient  hospital 
admission.  In  addition,  like  the  IPPS, 
the  OPPS  is  also  subject  to  the  “pay-for- 
reporting”  provision  that  affects  the 
hospital  outpatient  annual  payment 
update  by  the  authority  of  section 
1833(t)(17)  of  the  Act  (as  amended  by 
section  109(a)  of  Public  Law  109—432 
(MIEA-TRHCA)).  (We  refer  readers  to 
section  XVI.  of  this  proposed  rule  for  a 
discussion  of  the  HOP  QDRP  provisions 
for  hospitals  that  fail  to  meet  the 
reporting  requirements  established  for 
the  hospital  outpatient  payment 
update.) 
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The  risks  of  preventable  medical 
errors  leading  to  the  occurrence  of 
healthcare-associated  conditions  are 
likely  to  be  high  in  outpatient  settings, 
given  the  large  number  of  encounters 
and  exposures  that  occur  in  these 
settings.  Approximately  530,000 
preventable  drug-related  injuries  are 
estimated  to  occur  each  year  among 
Medicare  beneficiaries  in  outpatient 
clinics.  3  These  statistics  clearly  point  to 
the  significant  magnitude  of  the 
problem  of  healthcare-associated 
conditions  in  outpatient  settings.  Recent 
trends  have  shown  a  shift  in  services 
from  the  inpatient  setting  to  the  HOPD, 
and  we  expect  the  occurrence  of 
healthcare-associated  conditions 
stemming  from  outpatient  care  to  grow 
directly  as  a  result  of  this  shift  in  sites 
of  service. 

For  the  CY  2009  OPPS,  We  did  not 
adopt  any  new  Medicare  policy  in  our 
discussion  of  healthcare-associated 
conditions  as  they  relate  to  the  OPPS. 
Instead,  in  the  CY  2009  OPPS/ASC 
proposed  rule,  we  solicited  public 
comments  on  options  and 
considerations,  including  the  statutory 
authority  related  to  expanding  the  IPPS 
HAC  provision  to  the  OPPS.  Our 
discussion  addressed  the  following 
areas: 

•  Criteria  for  possible  candidate 
OPPS  conditidns; 

•  Collaboration  process; 

•  Potential  OPPS  HOP-HACs, 
including  object  left  in  during  surgery; 
air  embolism;  blood  incompatibility; 
and  falls  and  trauma,  fractures, 
dislocations,  intracranial  injuries, 
crushing  injuries,  and  burns;  and 

•  OPPS  infrastructure  and  payment 
for  encounters  resulting  in  healthcare- 
associated  conditions,  including  the 
necessity  of  POA  reporting  for  hospital 
outpatient  services,  methods  for  risk 
stratification,  and  potential  methods  for 
adjusting  hospital  payment. 

3.  Discussion  in  the  CY  2009  OPPS/ASC 
Final  Rule  With  Comment  Period 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68784 
through  68787),  we  responded  to  the 
public  comments  we  received  on 
healthcare-associated  conditions  in  the 
context  of  the  OPPS.  Several 
commenters  fully  supported  expanding 
the  IPPS  HAC  policy  to  other  settings 
such  as  HOPDs  and  ASCs,  but  many 
commenters  stated  that  CMS  should  not 
implement  a  related  policy  in  other 
settings  without  gaining  implementation 

3  Asplen,  P.,  Wolcott,  J.,  Bootman,  J.L., 
Cronenwett.  L.R.  (editors):  Preventing  Medication 
Errors:  Quality  Chasm  Series,  The  National 
Academy  Press,  2007.  Available  at:  http:// 
\vww.nap.edu/catalog.php?record_id=11623. 


experience  with  the  IPPS  HACs.  A 
number  of  commenters  addressed 
concerns  regarding  some  of  the  potential 
specific  HOP-HACs  discussed  in  the  CY 
2009  OPPS/ASC  proposed  rule  (73  FR 
41549),  and  some  commenters  suggested 
other  conditions  that  should  be 
considered  or  identified  those  that 
should  not  be  considered.  Many 
commenters  stated  that  the  attribution 
of  HOP-HACs  in  the  HOPD  setting  is 
difficult  cmd  stated  that  there  was  a 
need  to  develop  risk  adjustment 
techniques  to  account  for  differences  in 
patient  severity  or  other  patient 
characteristics.  Many  commenters 
asserted  that  the  POA  indicators  may 
need  to  be  modified  for  use  in  the  HOPD 
or  ASC  setting.  Some  commenters 
suggested  that  a  “present  on  encounter” 
indicator  or  another  form  of 
incorporation  of  preexisting  conditions 
into  an  episode-of-care  might  be  more 
useful  than  a  POA  indicator.  Several 
commenters  believed  that  without 
changes  to  the  existing  OPPS  payment 
structure,  there  would  be  no 
straightforward  methodology  for 
adjusting  hospital  payment.  While  we 
acknowledged  these  challenges  in  the 
CY  2009  OPPS/ASC  final  rule  with 
comment  period  (73  FR  68787),  we 
noted  that  we  view  addressing  the  . 
ongoing  problem  of  preventable 
healthcare-associated  conditions  in 
outpatient  settings,  including  the  HOPD, 
as  a  key  value-based  ptirchasing  strategy 
to  sharpen  the  focus  on  such 
improvements  beyond  hospital 
inpatient  care  to  those  settings  where 
the  majority  of  Medicare  beneficiaries 
receive  most  of  their  health  care 
services.  We  also  noted  that  we  looked 
forward  to  continuing  to  work  with 
stakeholders  to  improve  the  quality, 
safety,  and  value  of  health  care  provided 
to  Medicare  beneficiaries,  beginning 
with  a  joint  IPPS/OPPS  listening 
session. 

B.  Public  Comments  and 
Recommendations  on  Issues  Regarding 
Healthcare-Associated  Conditions  From 
the  Joint  IPPS/OPPS  Ustening  Session 

Subsequent  to  the  issuance  of  the  CY 
2009  OPPS/ASC  final  rule  with 
comment  period,  we  held  a  joint 
'Hospital-Acquired  Conditions  and 
Hospital  Outpatient  Healthcare- 
Associated  Conditions  Listening  Session 
on  December  18,  2008.  (The  listening 
session  was  announced  in  a  notice 
published  in  the  Federal  Register  on 
October  30,  2008  (73  FR  64618).  During 
the  listening  session,  we  provided  an 
overview  of  the  HAC  program  under  the 
IPPS  and  our  previous  discussions  of 
extending  the  underlying  concepts  to 
the  HOPD,  including  OPPS 


infrastructure  concerns  such  as  the  lack 
of  a  POA  indicator  and  the  need  to 
address  current  ICD-9-CM  POA 
reporting  guidelines,  attribution  of 
conditions  in  the  HOPD,  and  payment 
adjustment  consider^ions.  In  addition 
to  the  initial  candidate  HOP-HACs  that 
we  had  previously  identified  based  on 
their  adoption  under  the  IPPS,  we 
discussed  other  potential  HOP-HACs, 
such  as  medication  errors,  conditions 
related  to  complications  of  hospital 
outpatient  surgery  or  other  procedures, 
and  infections  related  to  HOPD  care.  A 
transcript  of  the  listening  session  is 
available  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/Hospital 
AcqCond/07 _EducationalResources. 
aspttTopOfPage. 

Of  the  many  public  comments 
presented  orally  at  the  listening  session 
or  submitted  in  writing,  approximately 
one-half  commented  on  expansion  of 
the  IPPS  HAC  payment  provision  to 
other  settings.  Some  commenters  were 
in  favor  of  an  expansion  to  the  HOPD 
and  other  settings.  Many  commenters 
requested  that  CMS  delay  any 
expansion,  citing  the  short  duration  of 
experience  with  HACs  and  POA 
indicator  reporting  for  inpatient 
hospitalizations  and  the  need  to 
evaluate  the  current  program  prior  to  its 
expansion  to  other  settings.  We 
appreciate  these  commenters’ 
perspectives  and  note  that  now  that  we 
have  early  data  on  the  HAC  program,  in 
the  immediate  future  we  plan  to 
evaluate  the  impact  of  the  HAC  payment 
provision  through  a  joint  program 
evaluation  with  CDC,  AHRQ,  and  the 
Office  of  Public  Health  and  Science. 

Many  commenters  pointed  to  the 
need  to  define  the  boundaries  of  an 
episode-of-care  for  healthcare-associated 
conditions  in  the  HOPD  and  other 
settings  in  order  to  define  when,  how, 
and  to  whom  an  expanded  policy  would 
apply.  These  commenters  also  noted 
that  hospital  outpatients  have  frequently 
received  care  from  numerous 
practitioners  and  providers  over  an 
extended  period  of  time  and  the 
hospitals’  or  clinics’  role  would  be 
supportive,  rather  than  prescriptive, 
with  respect  to  that  patient  care.  They 
requested  that  CMS  develop  a 
comprehensive  and  accurate  definition 
of  an  episode-of-care  in  order  to 
appropriately  attribute  responsibility 
and  the  additional  costs  associated  with 
HOP-HACs.  We  have  previously 
acknowledged  that  short-term 
consideration  of  HOP-HACs  would 
necessarily  be  limited  to  conditions  that 
occur  during  and  result  from  care 
provided  in  a  single  hospital  outpatient 
encounter  because  a  broader  definition 
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of  an  episode-of-care  has  not  yet  been 
developed. 

Many  commenters  believed  that 
detailed  information  should  be  gathered 
and  analyzed  from  the  IPPS  POA 
indicator  reporting  experience  before  an 
expeinsion  of  the  HAC  payment 
provision  and  POA  indicator  reporting 
to  the  HOPD.  Other  commenters  pointed 
out  that  the  initial  four  conditions  under 
consideration  for  HOPDs  based  on  their 
adoption  under  the  IPPS  would  likely 
require  emergency  admission  for 
treatment  of  the  event.  Though 
secondary  to  an  initial  encounter  in  the 
HOPD,  they  indicated  that  these 
conditions  would  be  coded  as  POA  for 
the  IPPS  according  to  current  reporting 
guidelines  and  would  not  be  captured  as 
HOP-HACs.  Several  commenters  stated 
that,  in  the  HOPD,  it  would  be 
particularly  important  to  make  an 
assessment  over  an  entire  episode-of- 
care;  thus,  POA  might  be  better  defined 
in  terms  of  “present  on  encounter”  for 
this  purpose.  Other  commenters  pointed 
to  the  need  for  the  development  of  new 
codes  and  determinations  of  when  the 
codes  should  apply  in  order  to  capture 
POA  conditions  under  the  OPPS,  an 
activity  that  would  potentially 
significantly  increase  hospitals’ 
administrative  burden.  Some 
commenters  suggested  waiting  to 
expand  the  HAC  payment  provision  to 
other  settings  until  implementation  of 
the  ICD-10  classification  system,  which 
would  provide  more  precise  coding  to 
identify  preexisting  conditions.  We  have 
acknowledged  a  number  of  these 
challenges  already,  and  we  will 
continue  to  consider  these  reporting 
issues  as  we  refine  our  views  regarding 
potential  HOP-HACs. 

Many  commenters  highlighted  that 
patients  receiving  hospital  outpatient 
care  may  receive  ceure  in  multiple 
departments  of  the  hospital,  both  dining 
a  single  outpatient  encounter  and 
longitudinally  over  many  outpatient 
encounters  of  relatively  short  duration. 
These  commenters  stated  that,  because 
of  these  common  patterns  of  care,  the 
timely  identification  of  HOP-HACs  and 
their  provider  attribution  would  be 
particularly  challenging.  In  addition,  the 
commenters  pointed  out  that  patient 
factors  may  play  a  role  in  the 
development  of  potential  HOP-HACs, 
such  as  adverse  drug  events.  Several  of 
these  commenters  suggested  targeting 
the  HOP-HAC  policy  to  specific  APCs, 
specific  HCPCS  codes,  or  specific  HOPD 
settings,  such  as  the  emergency 
department.  In  the  CY  2009  OPPS/ASC 
proposed  rule  and  final  rule  with 
comment  period  (73  FR  41549  through 
41550  and  68785  through  68787, 
respectively),  we  discussed  the 


challenge  of  provider  attribution  under 
the  OPPS,  particularly  for  conditions 
that  may  develop  over  time  and  involve 
multiple  encounters  and  other  care 
settings.  We  understand  the  importance 
of  this  issue  and  will  continue  to  be 
cognizant  of  it  in  future  policy 
development. 

Several  commenters  asserted  that 
CMS  should  consider  risk  adjustment 
models  that  incorporate  population  risk 
adjustments  to  avoid  creating  barriers  to 
access  for  more  complex  patients  or  to 
avoid  unduly  placing  providers  treating 
more  complex  patients  at  higher  risk  for 
payment  consequences  due  to  HOP- 
HACs.  A  number  of  commenters 
endorsed  the  use  of  rate-based  measures 
of  conditions  on  a  provider-specific 
level  so  that  the  level  of  preventability 
of  specific  clinical  conditions  could  be 
determined  and  compared.  Several 
commenters  stated  that,  under  the  best 
of  circumstances,  falls  may  not  be  ^ 
“reasonably  preventable,”  particularly 
in  the  HOPD.  Many  commenters  also 
believed  that  adverse  drug  events  would 
require  further  definition  in  order  to 
appropriately  address  medication  errors 
that  were  not  directly  under  the  control 
of  the  hospital  providing  the  treatment 
of  the  medication-related  problem  and 
were,  therefore,  not  “reasonably 
preventable.”  Similarly,  some 
commenters  stated  that  it  would  be 
difficult  to  appropriately  attribute 
metabolic  derangements  in  the  HOPD  to 
the  hospital  treating  the  resulting 
clinical  problem.  We  appreciate  these 
public  comments  and  will  use  our 
collaborative  process  with  GDC,  AHRQ, 
and  the  Office  of  Public  Health  and 
Science  to  help  define  potential  HOP- 
HACs  that  are  clinically  meaningful  for 
patient  safety,  as  well  as  attributable  to 
care  furnished  by  providers. 

Numerous  commenters  urged  CMS  to 
generally  proceed  with  care,  to  promote 
the  use  of  evidence-based  guidelines 
and  care  coordination,  and  to  ensure 
that  any  HOP-HAC  program  is  aligned 
with  other  CMS  quality  programs.  Many 
commenters  believed  that  the  challenges 
involved  might  be  better  addressed 
operationally  within  a  full-scale  value- 
based  purchasing  progrcun.  We 
appreciate  these  suggestions  and  will 
consider  them  as  we  advance  policies 
that  will  ensure  paying  for  the  highest 
quality,  safest,  and  most  effective  health 
care  for  Medicare  beneficiaries. 

C.  CY  2010  Approach  to  Healthcare- 
Associated  Conditions  Under  the  OPPS 

For  CY  2010,  we  are  not  proposing  to 
expand  the  principles  behind  the  IPPS 
HAC  payment  provision  to  the  OPPS 
through  a  HOP-HAC  program.  While  we 
continue  to  believe  that  it  may  be 


appropriate  to  expand  the  principles  of 
the  IPPS  HAC  payment  provision  to  the 
OPPS  in  the  future,  we  acknowledge 
that,  at  this  time,  there  are  many 
operational  challenges  to  such  an 
expansion  that  will  require  further 
consideration  and  infrastructure 
development.  We  appreciate  the  input 
and  guidance  provided  by  the  many 
public  commenters  to  date  on  how  to 
approach  these  challenges.  Most 
stakeholders  have  strongly  encouraged 
CMS  to  evaluate  the  impact  of  the  IPPS 
HAC  payment  provision  before  further 
considering  any  expansion  to  other 
settings.  At  this  time,  we  are  evaluating 
the  impact  of  the  HAC  and  POA 
indicator  reporting  initiative  on 
Medicare  payment.  We  plan  to  consider 
any  relevant  findings  as  part  of  our 
future  decisionmaking  regarding  any 
expansion  of  the  HAC  payment 
provision  to  other  settings.  We  welcome 
additional  suggestions  and  comment 
from  stakeholders  on  potential  HOP- 
HACs  as  additional  information 
becomes  available  and  health  care 
delivery  continues  to  evolve. 

XVIII.  Files  Available  to  the  Public  Via 
the  Internet 

A.  Information  in  Addenda  Related  to 
the  CY  201 0  Hospital  OPPS 

Addenda  A  and  B  to  this  proposed 
rule  provide  various  data  pertaining  to 
the  proposed  CY  2010  payment  for 
items  and  services  under  the  OPPS. 
Addendum  A,  which  includes  a  list  of 
all  APCs  proposed  as  payable  under  the 
OPPS,  and  Addendum  B,  which 
includes  a  list  of  all  active  HCPCS  codes 
with  their  proposed  CY  2010  OPPS 
payment  status  and  comment  indicators, 
are  available  to  the  public  by  clicking 
“Hospital  Outpatient  Regulations  and 
Notices”  on  the  CMS  Web  site  at: 
http://www.cms.hhs.gov/ 
HospitalOutpatientPPS/. 

For  the  convenience  of  the  public,  we 
also  are  including  on  the  CMS  Web  site 
a  table  that  displays  the  HCPCS  code 
data  in  Addendum  B  sorted  by  proposed 
APC  assignment,  identified  as 
Addendum  C. 

Addendum  Dl  defines  the  payment 
status  indicators  that  we  are  proposing 
to  use  in  Addenda  A  and  B.  Addendum 
D2  defines  the  comment  indicators  that 
we  are  proposing  to  use  in  Addendum 

B.  Addendum  E  lists  the  proposed 
HCPCS  codes  that  we  propose  would 
only  be  payable  to  hospitals  as  inpatient 
procedures  and  would  not  be  payable 
under  the  OPPS.  Addendum  L  contains 
the  proposed  out-migration  wage 
adjustment  for  CY  2010.  Addendum  M 
lists  the  proposed  HCPCS  codes  that 
would  be  members  of  a  composite  APC 
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and  identifies  the  composite  APC  to 
which  each  would  be  assigned.  This 
addendum  also  identifies  the  proposed 
status  indicator  for  the  HCPCS  code  and 
a  proposed  comment  indicator  if  there 
is  a  proposed  change  in  the  code’s  status 
with  regard  to  its  membership  in  the 
composite  APC.  Each  of  the  proposed 
HCPCS  codes  included  in  Addendum  M 
has  a  single  procedure  payment  APC, 
listed  in  Addendum  B,  to  which  it 
would  be  assigned  when  the  criteria  for 
assignment  to  the  composite  APC  are 
not  met.  When  the  criteria  for  payment 
of  the  code  through  the  composite  APC 
are  met,  one  unit  of  the  composite  APC 
payment  is  paid,  thereby  providing 
packaged  payment  for  all  services  that 
are  assigned  to  the  composite  APC 
according  to  the  specific  I/OCE  logic 
that  applies  to  the  APC.  We  refer  readers 
to  the  discussion  of  composite  APCs  in 
section  II.A.2.e.  of  this  proposed  rule  for 
a  complete  description  of  the  composite 
APCs. 

These  addenda  and  other  supporting 
OPPS  data  files  are  available  on  the 
CMS  Web  site  at;  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/ . 

B.  Information  in  Addenda  Related  to 
the  CY  2010  ASC  Payment  System 

Addenda  AA  and  BB  to  this  proposed 
rule  provide  various  data  pertaining  to 
the  proposed  CY  2010  payment  for  ASC 
covered  surgical  procedures  and 
covered  ancillary  services  for  which 
ASCs  may  receive  separate  payment. 
Addendum  AA  lists  the  proposed  ASC 
covered  surgical  procedures  and  the 
proposed  CY  2010  ASC  payment 
indicators  and  payment  rates  for  each 
procedure.  Addendum  BB  displays  the 
proposed  ASC  covered  ancillary 
services  and  their  proposed  CY  2010 
payment  indicators  and  payment  rates. 
All  proposed  relative  payment  weights 
and  payment  rates  for  CY  2010  are  a 
result  of  applying  the  revised  ASC 
payment  system  methodology 
established  in  the  final  rule  for  the 
revised  ASC  payment  system  published 
in  the  Federal  Register  on  August  2, 
2007  (72  FR  42470  through  42548)  to 
the  proposed  CY  2010  OPPS  and  MPFS 
ratesetting  information. 

Addendum  DDl  defines  the  proposed 
payment  indicators  that  are  used  in 
Addenda  AA  and  BB.  Addendum  DD2 
defines  the  proposed  comment 
indicators  that  are  used  in  Addenda  AA 
and  BB. 

Addendum  EE  (available  only  on  the 
CMS  Web  site)  lists  the  surgical 
procedures  that  we  are  proposing  to 
exclude  from  Medicare  payment  if 
furnished  in  ASCs.  The  proposed 
excluded  procedures  listed  in 


Addendum  EE  are  surgical  procedures 
that  would  be  assigned  to  the  OPPS 
inpatient  list,  would  not  be  covered  by 
Medicare,  would  be  reported  using  a 
CPT  unlisted  code,  or  have  been 
determined  to  pose  a  significant  safety 
risk  or  are  expected  to  require  an 
overnight  stay  when  performed  in  ASCs. 

These  addenda  and  other  supporting 
ASC  data  files  are  included  on  the  CMS 
Web  site  at:  http://www.cms.hhs.gov/ 
ASCPayment/.  The  MPFS  data  files  are 
located  at;  http://www.cms.hhs.gov/ 
PhysicianFeeSched/. 

The  links  to  all  of  the  proposed  FY 
2010  IPPS  wage  index-related  tables 
(that  we  are  proposing  to  use  for  the  CY 
2010  OPPS)  that  were  published  in  the 
FY  2010  IPPS/LTCH  PPS  proposed  rule 
(74  FR  24273  through  24569)  are 
accessible  on  the  CMS  Web  site  at: 
http://wH'w.cms.hhs.gov/ 
AcuteInpatientPPS/WIFN. 

XIX.  Collection  of  Information 
Requirements 

Under  the  Paperwork  Reduction  Act 
of  1995,  we  are  required  to  provide  60- 
day  notice  in  the  Federal  Register  and 
solicit  public  comment  before  a 
collection  of  information  requirement  is 
submitted  to  the  Office  of  Management 
and  Budget  (OMB)  for  review  and 
approval.  In  order  to  fairly  evaluate 
whether  an  information  collection 
should  be  approved  by  OMB,  section 
3506(c)(2)(A)  of  the  Paperwork 
Reduction  Act  of  1995  requires  that  we 
solicit  comment  on  the  following  issues: 

•  The  need  for  the  information 
collection  and  its  usefulness  in  carrying 
out  the  proper  functions  of  our  agencv. 

•  The  accuracy  of  our  estimate  of  tJie 
information  collection  burden. 

•  The  quality,  utility,  and  clarity  of 
the  information  to  be  collected. 

•  Recommendations  to  minimize  the 
information  collection  burden  on  the 
affected  public,  including  automated 
collection  techniques. 

This  proposed  rule  does  not  specify 
any  information  collection  requirements 
through  regulatory,  text.  However,  in 
this  proposed  rule  we  make  reference  to 
associated  information  collection 
requirements  that  are  not  discussed  in 
the  regulation  text  contained  in  this 
document.  The  following  is  a  discussion 
of  those  requirements. 

As  previously  stated  in  Section  XVI  of 
the  preamble  of  this  document,  the 
quality  data  reporting  program  for 
hospital  outpatient  care,  known  as  the 
Hospital  Outpatient  Quality  Data 
Reporting  Program  (HOP  QDRP),  has 
been  generally  modeled  after  the 
program  for  hospital  inpatient  services, 
the  Reporting  Hospital  Quality  Data  for 
Annual  Payment  Update  (RHQDAPU) 


program.  Section  109(a)  of  the  MIEA- 
TRHCA  (Pub.  L.  109—432)  amended 
section  1833(t)  of  the  Act  by  adding  a 
new  subsection  (17)  that  affects  the 
payment  rate  update  applicable  to  OPPS 
payments  for  services  furnished  by 
hospitals  in  outpatient  settings  on  or 
after  January  1,  2009.  Section 
1833(t)(17)(A)  of  the  Act,  which  applies 
to  hospitals  as  defined  under  section 
1886(d)(1)(B)  of  the  Act,  states  that 
subsection  (d)  hospitals  that  fail  to 
report  data  required  for  the  quality 
measures  selected  by  the  Secretary  in 
the  form  and  manner  required  by  the 
Secretary  under  section  1833(t)(17)(B)  of 
the  Act  will  receive  a  2.0  percentage 
point  reduction  to  their  annual  payment 
update  factor.  Section  1833(t)(17)(B)  of 
the  Act  requires  that  hospitals  submit 
quality  data  in  a  form  and  manner,  and 
at  a  time,  that  the  Secretary  specifies. 
Section  1833(t)(17)(C)(i)  of  the  Act 
requires  the  Secretly  to  develop 
measures  appropriate  for  the 
measurement  of  the  quality  of  care 
(including  medication  errors)  furnished 
by  hospitals  in  outpatient  settings,  that 
these  measures  reflect  consensus  among 
affected  parties  and,  to  the  extent 
feasible  and  practicable,  that  these 
measures  include  measures  set  forth  by 
one  or  more  national  consensus 
building  entities. 

HOP  QDRP  Quality  Measures  for  the 
CY  2010  and  CY  2011  Payment 
Determinations 

In  CY  2009,  hospitals  were  required  to 
submit  information  for  seven  data 
abstracted  measures.  In  addition,  in  the 
CY  2009  final  rule  (73  FR  68766)  we 
adopted  four  claims-based  imaging 
measures  for  use  in  CY  2010,  bringing 
the  total  number  to  11  measures.  For  the 
CY  2010  payment  update,  we  are 
requiring  hospitals  to  submit  data 
related  to  the  7  data  abstracted 
measures;  the  claims-based  measures 
will  be  calculated  from  administrative 
paid  claims  data  and  do  not  require  • 
additional  data  submission.  Similarly, 
we  are  proposing  to  use  the  same  11 
measures  for  CY  2011  payment 
determinations. 


HOP  QDRP  measurement  set  to  be  used  for 
CY  2010  and  CY  2011  payment  determination 


OP-1 :  Median  Time  to  Fibrinolysis. 

OP-2;  Fibrinolytic  Therapy  Received  Within 
30  Minutes. 

OP-3:  Median  Time  to  Transfer  to  Another 
Facility  for  Acute  Coronary  Intervention. 
OP-4:  Aspirin  at  Arrival. 

OP-5;  Median  Time  to  ECG. 

OP-6:  Timing  of  Antibiotic  Prophylaxis. 

OP-7:  Prophylactic  Antibiotic  Selection  for 
Surgical  Patients. 

OP-8:  MRI  Lumbar  Spine  for  Low  Back  Pain. 


Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 / Proposed  Rules 


35409 


HOP  QDRP  measurement  set  to  be  used  for 
CY  2010  and  CY  2011  payment  determination 

OP-9;  Mammography  Follow-up  Rates. 
OP-10:  Abdomen  CT — Use  of  Contrast  Ma¬ 
terial. 

OP-11:  Thorax  CT — Use  of  Contrast  Mate¬ 
rial. 


As  part  of  the  data  submission  process 
pertaining  to  the  11  measures  listed 
above,  hospitals  must  also  complete  and 
submit  notice  of  participation.  By 
submitting  this  document,  hospitals 
agree  that  they  will  allow  CMS  to 
publicly  report  the  quality  measures  as 
required  by  the  HOP  QDRP. 

The  burden  associated  with  this 
section  is  the  time  and  effort  associated 
with  completing  the  notice  of 
participation  as  well  as  collecting  and 
submitting  the  data  on  the  7  data 
abstracted  measures.  We  estimate  that 
there  will  be  approximately  3,500 
respondents  per  year.  For  hospitals  to 
collect  and  submit  the  information  on 
the  required  measures,  we  estimate  it 
will  take  30  minutes  per  sampled  case. 
We  estimate  there  will  be  a  total  of 
1,800,000  cases  per  year,  approximately 
514  cases  per  respondent.  The  estimated 
annual  burden  associated  with  the 
aforementioned  submission 
requirements  is  900,000  hours 
((1,800,000  cases/year)  x  (0.5  hours/ 
case)). 

HOP  QDRP  Validation  Requirements 

In  addition  to  requirements  for 
submitting  of  quality  data,  hospitals 
must  also  comply  with  the  proposed 
requirements  for  data  validation  in  CY 
2011.  As  specified  in  section  XVI.E  of 
the  preamble,  for  the  CY2011  payment 
determination,  we  are  proposing  to 
implement  a  validation  program  that 
will  require  hospitals  to  supply 
requested  medical  documentation  to  a 
CMS  contractor  for  purposes  of  being 
validated.  However,  the  results  of  the 
validation  will  not  affect  the  CY  2011 
payment  update  for  any  hospital.  We 
believe  that  it  is  important  for  hospitals 
to  have  some  experience  and  knowledge 
of  the  HOP  QDRP  validation  process 
before  payment  determinations  are 
made  based  upon  validation  results'.  We 
are  proposing  to  implement  a  validation 
program  that  will  both  limit  burden 
upon  hospitals,  especially  small 
hospitals,  as  well  as  provide  feedback  to 
all  hospitals  on  validation  performance. 
We  are  proposing  to  request  medical 
documentation  from  hospitals  for  April 
1,  2009  through  March  31,  2010 
episodes  of  care,  which  will  allow  us  to 
gather  one  full  year  of  submitted  data 
for  validation  purposes. 


The  burden  associated  with  the 
proposed  CY  2011  requirement  is  the 
time  and  effort  necessary  to  submit 
validation  data  to  a  CMS  contractor.  We 
estimate  that  it  will  take  each  hospital 
approximately  38  minutes  to  comply 
with  these  data  submission 
requirements.  To  comply  with  the 
requirements,  we  estimate  each  hospital 
must  submit  between  2  to  3  cases  on 
average  for  review.  We  estimate  that 
3,200  hospitals  must  comply  with  these 
requirements  to  submit  a  total  of  7,300 
charts  across  all  sampled  hospitals.  The 
estimated  annual  burden  associated 
with  the  data  validation  process  for 
CY2011  is  2,026  hours. 

Similar  to  our  proposal  for  the  FY 
2012  RHQDAPU  program  (74  FR  24178), 
we  are  proposing  to  validate  data  from 
800  randomly  selected  hospitals  each 
year,  beginning  with  the  CY  2012 
payment  determination.  We  note  that 
because  the  800  hospitals  will  be 
selected  randomly,  every  HOP  QDRP- 
participating  hospital  will  be  eligible 
each  year  for  validation  selection.  For 
each  selected  hospital,  we  are  proposing 
to  randomly  validate  per  year  up  to  48 
patient  episodes  of  care  (12  per  quarter) 
from  the  total  number  of  cases  that  the 
hospital  successfully  submitted  to  the 
OPPS  Clinical  Warehouse.  However,  if  a 
selected  hospital  has  submitted  less  * 
than  12  cases  in  one  or  more  quarters, 
only  those  cases  available  will  be 
validated. 

The  burden  associated  with  the 
proposed  CY  2012  requirement  is  the 
time  and  effort  necessary  to  submit 
validation  data  to  a  CMS  contractor.  We 
estimate  that  it  will  take  each  of  the  800 
sampled  hospitals  approximately  12 
horns  to  comply  with  these  data 
submission  requirements.  To  comply 
with  the  requirements,  we  estimate  each 
hospital  must  submit  48  cases  for  the 
affected  year  for  review.  We  estimate 
that  800  hospitals  must  comply  with 
these  requirements  to  submit  a  total  of 
38,400  charts  across  all  sampled 
hospitals.  The  estimated  annual  burden 
associated  with  the  data  validation 
process  for  CY  2012  and  subsequent 
years  is  9,600  hours. 

Proposed  HOP  QDRP  Reconsideration 
and  Appeals  Procedures 

In  the  CY  2009  OPPS/ASC  final  rule 
with  comment  period  (73  FR  68779),  we 
adopted  a  mandatory  reconsideration 
process  that  will  apply  to  the  CY  2010 
payment  decisions.  We  are  proposing  to 
continue  this  process  for  the  CY  2011 
payment  update.  Under  this  proposed 
process,  the  hospitals  must  meet  all  of 
the  requirements  specified  in  section 
XVI.  G  of  the  preamble.  The  burden 
associated  with  meeting  the 


requirements  associated  with  the 
reconsideration  and  appeals  procedures 
is  the  time  and  effort  necessary  to  gather 
the  required  information  and  submit  it 
to  CMS.  While  these  requirements  are 
subject  to  the  PRA,  the  associated 
burden  is  exempt  under  5  CFR  1320.4. 
Information  collected  subsequent  to  an 
administrative  action  is  not  subject  to 
the  PRA. 

Additional  Topics 

While  we  are  seeking  0MB  approval 
for  the  information  collection 
requirements  associated  with  the  HOP 
QDRP  and  the  data  validation  processes, 
we  are  also  seeking  public  comment  on 
several  issues  that  have  the  potential  to 
ultimately  affect  the  burden  associated 
with  HOP  QDRP  and  the  data  validation 
processes.  Specifically,  this  proposed 
rule  lists  the  possible  quality  measures 
under  consideration  for  CY  2012  and 
subsequent  years.  We  are  also  actively 
soliciting  public  comments  to  explore 
the  use  of  registries  to  comply  with  the 
HOP  QDRP  submission  requirements, 
the  use  of  EHRs  as  a  data  submission 
tool,  the  use  of  a  standardized  process 
for  the  retirement  of  HOP  QDRP  quality 
measures,  the  use  of  an  extraordinary 
circumstance  extension  or  waiver  for 
reporting  quality  data,  and  the 
implementation  of  additional  data 
validation  conditions.  We  will  continue 
to  evaluate  all  of  these  issues  and 
address  them  in  later  stages  of 
rulemaking. 

If  you  comment  on  these  information 
collection  and  recordkeeping 
requirements,  please  do  either  of  the 
following: 

1.  Submit  your  comments 
electronically  as  specified  in  the 
ADDRESSES  section  of  this  proposed  rule; 
or 

2.  Submit  your  comments  to  the 
Office  of  Information  and  Regulatory 
Affairs,  Office  of  Management  and 
Budget, 

Attention:  CMS  Desk  Officer,  (CMS- 
1414-P) 

Fax:  (202)  395-6974;  or 

E-mail: 

OlRA_submission@omb.eop.gov. 

XX.  Response  to  Comments 

Because  of  the  large  number  of  public 
comments  we  normally  receive  on 
Federal  Register  documents,  we  are  not 
able  to  acknowledge  or  respond  to  them 
individually.  We  will  consider  cdl 
comments  we  receive  by  the  date  and 
time  specified  in  the  DATES  section  of 
this  proposed  rule,  and,  when  we 
proceed  with  a  subsequent  document(s), 
we  will  respond  to  those  comments  in 
the  preamble  to  that  document(s). 
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XXL  Regulatory  Impact  Analysis 

A.  Overall  Impact 

We  have  examined  the  impacts  of  this 
proposed  rule  as  required  hy  E^cutive 
Order  12866  (September  1993,  ^ 
Regulatory  Planning  and  Review),  the 
Regulatory  Flexibility  Act  (RFA) 
(September  19,  1980,  Pub.  L.  96-354), 
section  1102(b)  of  the  Social  Security 
Act,  the  Unfunded  Mandates  Reform 
Act  of  1995  (Pub.  L.  104-4),  Executive 
Order  13132  on  Federalism,  and  the 
Congressional  Review  Act  (5  U.S.C. 
804(2)). 

1.  Executive  Order  12866 

Executive  Order  12866  directs 
agencies  to  assess  all  costs  and  benefits 
of  available  regulatory  alternatives  and, 
if  regulation  is  necessary,  to  select 
regulatory  approaches  that  maximize 
net  benefits  (including  potential 
economic,  environmental,  public  health 
and  safety  effects,  distributive  impacts, 
and  equity).  A  regulatory  impact 
analysis  (RIA)  must  be  prepared  for 
major  rules  that  have  economically 
significant  effects  ($100  million  or  more 
in  any  1  year)  or  adversely  affect  in  a 
material  way  the  economy,  a  sector  of 
the  economy,  productivity,  competition, 
jobs,  the  environment,  public  health  or 
safety,  or  State,  local,  or  tribal 
government  or  communities  (58  FR 
51741). 

We  estimate  that  the  effects  of  the 
OPPS  provisions  that  would  be 
implemented  by  this  proposed  rule 
would  result  in  expenditures  exceeding 
$100  million  in  any  1  year.  We  estimate 
the  total  increase  (from  proposed 
changes  in  this  proposed  rule  as  well  as 
enrollment,  utilization,  and  case-mix 
changes)  in  expenditures  under  the 
OPPS  for  CY  2010  compared  to  CY  2009 
to  be  approximately  $1.4  billion. 

Because  this  proposed  rule  for  the  OPPS 
is  “economically  significant”  as 
measured  by  the  $100  million  threshold 
and  also  a  major  rule  under  the 
Congressional  Review  Act,  we  have 
prepared  a  regulatory  impact  analysis 
that,  to  the  best  of  our  ability,  presents 
the  costs  and  benefits  of  this 
rulemaking.  Table  51  of  this  proposed 
rule  displays  the  redistributional  impact 
of  the  CY  2010  proposed  changes  on 
OPPS  payment  to  various  groups  of 
hospitals. 

We  estimate  that  the  effects  of  the 
ASC  provisions  that  would  be 
implemented  by  this  proposed  rule  for 
the  ASC  payment  system  would  not 
exceed  $100  million  in  any  1  year  and, 
therefore,  are  not  economically 
significant.  We  estimate  the  total 
increase  (from  proposed  changes  in  this 
proposed  rule  as  well  as  enrollment, 


utilization,  and  case-mix  changes)  in 
expenditures  under  the  ASC  payment 
system  for  CY  2010  compared  to  CY 
2009  to  be  approximately  $80  million. 
However,  because  this  proposed  rule  for 
the  ASC  payment  system  substantially 
affects  ASCs,  we  have  prepared  a 
regulatory  impact  analysis  of  changes  to 
the  ASC  payment  system  that,  to  the 
best  of  our  ability,  presents  the  costs 
and  benefits  of  this  rulemaking.  Table 
53  and  Table  54  of  this  proposed  rule 
display  the  redistributional  impact  of 
the  CY  2010  proposed  changes  on  ASC 
payment,  grouped  by  specialty  area  and 
then  by  procedures  with  the  greatest 
ASC  expenditures,  respectively. 

2.  Regulatory  Flexibility  Act  (RFA) 

The  RFA  requires  agencies  to  analyze 

options  for  regulatory  relief  of  small 
businesses  if  a  rule  has  a  significant 
impact  on  a  substantial  number  of  small 
entities.  For  purposes  of  the  RFA,  small 
entities  include  small  businesses, 
nonprofit  organizations,  and  small 
governmental  jurisdictions.  Many 
hospitals,  other  providers,  ASCs,  and 
other  suppliers  are  considered  to  be 
small  entities,  either  by  being  nonprofit 
organizations  or  by  meeting  the  Small 
Business  Administration  (SBA) 
definition  of  a  small  business  (hospitals 
having  revenues  of  $34.5  million  or  less 
in^any  1  year;  ambulatory  surgical 
centers  having  revenues  of  $10  million 
or  less  in  any  1  year).  (For  details  on  the 
latest  standards  for  health  care 
providers,  we  refer  readers  to  the  SBA’s 
Web  site  at:  http://sba.gov/idc/groups/ 
public/ documents /sba  homepage /serv_ 
sstd  tablepdf.pdf  [reier  to  the  620000 
series).) 

For  purposes  of  the  RFA,  we  have 
determined  that  many  hospitals  and 
most-ASCs  would  be  considered  small 
entities  according  to  the  SBA  size 
standards.  Individuals  and  States  are 
not  included  in  the  definition  of  a  small 
entity.  Therefore,  the  Secretary  has 
determined  that  this  proposed  rule 
would  have  a  significant  impact  on  a 
substantial  number  of  small  entities. 
Because  we  acknowledge  that  many  of 
the  affected  entities  are  small  entities, 
the  analyses  presented  throughout  this 
proposed  rule  constitute  our  proposed 
regulatory  flexibility  analysis. 

Therefore,  we  are  soliciting  public 
comments  on  our  estimates  and 
analyses  of  the  impact  of  this  proposed 
rule  on  those  small  entities. 

3.  Small  Rural  Hospitals 

In  addition,  section  1102(b)  of  the  Act 
requires  us  to  prepare  a  regulatory 
impact  analysis  if  a  rule  may  have  a 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 


hospitals.  This  analysis  must  conform  to 
the  provisions  of  section  603  of  the 
RFA.  With  the  exception  of  hospitals 
located  in  certain  New  England 
counties,  for  purposes  of  section  1102(b) 
of  the  Act,  we  now  define  a  small  rural 
hospital  as  a  hospital  that  is  located 
outside  of  an  urban  area  and  has  fewer 
than  100  beds.  Section  601(g)  of  the 
Social  Security  Amendments  of  1983 
(Pub.  L.  98-21)  designated  hospitals  in 
certain  New  England  counties  as 
belonging  to  the  adjacent  urban  areas. 
Thus,  for  OPPS  purposes,  we  continue 
to  classify  these  hospitals  as  urban 
hospitals.  We  believe  that  the  changes  to 
the  OPPS  in  this  proposed  rule  would 
affect  both  a  substantial  number  of  rural 
hospitals  as  well  as  other  classes  of 
hospitals  and  that  the  effects  on  some 
may  be  significant.  Also,  the  changes  to 
the  ASC  payment  system  in  this 
proposed  rule  would  affect  rural  ASCs. 
Therefore,  the  Secretary  has  determined 
that  this  proposed  rule  would  have  a 
significant  impact  on  the  operations  of 
a  substantial  number  of  small  rural 
hospitals. 

4.  Unfunded  Mandates 

Section  202  of  the  Unfunded 
Mandates  Reform  Act  of  1995  (UMRA) 
also  requires  that  agencies  assess 
anticipated  costs  and  benefits  before 
issuing  any  rule  whose  mandates 
require  spending  in  any  1  year  of  $100 
million  in  1995  dollars,  updated 
annually  for  inflation.  That  threshold 
level  is  currently  approximately  $133 
million.  This  proposed  rule  would  not 
mandate  any  requirements^ for  State, 
local,  or  tribal  governments,  nor  would 
it  affect  private  sector  costs. 

5.  Federalism 

Executive  Order  13132  establishes 
certain  requirements  that  an  agency 
must  meet  when  it  promulgates  a 
proposed  rule  (and  subsequent  final 
rule)  that  imposes  substantial  direct 
costs  on  State  and  local  governments, 
preempts  State  law,  or  otherwise  has 
Federalism  implications. 

We  have  examined  the  OPPS  and  ASC 
provisions  included  in  this  proposed 
rule  in  accordance  with  Executive  Order 
13132,  Federalism,  and  have 
determined  that  they  would  not  have  a 
substantial  direct  effect  on  State,  local 
'or  tribal  governments,  preempt  State 
law,  or  otherwise  have  a  Federalism 
implication.  As  reflected  in  Table  51 
below,  we  estimate  that  OPPS  payments 
to  governmental  hospitals  (including 
State  and  local  governmental  hospitals) 
would  increase  by  1.8  percent  under 
this  proposed  rule.  While  we  cannot 
know  the  number  of  ASCs  with 
government  ownership,  we  anticipate 
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that  it  is  small.  We  believe  that  the 
provisions  related  to  payments  to  ASCs 
in  CY  2010  would  not  affect  payments 
to  any  ASCs  owned  by  government 
entities. 

The  following  analysis,  in 
conjunction  with  the  remainder  of  this 
document,  demonstrates  that  this 
proposed  rule  is  consistent  with  the 
regulatory  philosophy  and  principles 
identified  in  Executive  Order  12866,  the 
RFA,  and  section  1102(b)  of  the  Act. 

The  proposed  rule  would  affect 
payments  to  a  substantial  number  of 
small  rural  hospitals  and  a  small 
number  of  rural  ASCs,  as  well  as  pther 
classes  of  hospitals  and  ASCs,  and  some 
effects  may  be  significant. 

B.  Effects  of  OPPS  Changes  in  This 
Proposed  Rule 

We  are  proposing  to  make  several 
changes  to  the  OPPS  that  are  required 
by  the  statute.  We  are  required  under 
section  1833{t)(3)(C)(ii)  of  the  Act  to 
update  annually  the  conversion  factor 
used  to  determine  the  APC  payment 
rates.  We  also  are  required  under 
section  1833(t){9)(A)  of  the  Act  to  revise, 
not  less  often  than  annually,  the  wage 
index  and  other  adjustments,  including 
pass-through  payments  and  outlier 
payments.  In  addition,  we  must  review 
the  clinical  integrity  of  payment  groups 
and  weights  at  least  annually. 
Accordingly,  in  this  proposed  rule,  we 
are  proposing  to  update  the  conversion 
factor  and  the  wage  index  adjustment 
for  hospital  outpatient  services 
furnished  beginning  January  1,  2010,  as 
we  discuss  in  sections  II. B.  and  II. C., 
respectively,  of  this  proposed  rule.  We 
also  are  proposing  to  revise  the.  relative 
APC  payment  weights  using  claims  data 
for  services  furnished  from  January  1, 
2008,  through  December  31,  2008,  and 
updated  cost  report  information.  We  are 
proposing  to  continue  the  current 
payment  adjustment  for  rural  SCHs, 
including  EACHs.  Finally,  we  list  the  6 
drugs  and  biologicals  in  Table  21  of  this 
proposed  rule  that  we  are  proposing  to 
remove  from  pass-through  payment 
status  for  CY  2010. 

Under  this  proposed  rule,  we  estimate 
that  the  proposed  update  change  to  the 
conversion  factor  and  other  adjustments 
as  provided  by  the  statute  would 
increase  total  OPPS  payments  by  2.1 
percent  in  CY  2010.  The  proposed 
changes  to  the  APC  weights,  the 
proposed  changes  to  the  wage  indices, 
and  the  proposed  continuation  of  a 
payment  adjustment  for  rural  SCHs, 
including  EACHs,  would  not  increase 
OPPS  payments  because  these  proposed 
changes  to  the  OPPS  are  budget  neutral. 
However,  these  proposed  updates  do 
change  the  distribution  of  payments 


within  the  budget  neutral  system  as 
shown  in  Table  51  below  and  described 
in  more  detail  in  this  section.  We  also 
estimate  that  the  total  change  in 
payments  between  CY  2010  and  CY 
2009,  considering  all  payments, 
including  changes  in  estimated  total 
outlier  payments  and  expiration  of 
additional  money  for  specified  wages 
indices  outside  of  budget  neutrality, 
would  increase  total  OPPS  payments  by 
1.9  percent. 

1.  Alternatives  Considered 

Alternatives  to  the  proposed  changes 
we  are  making  and  the  reasons  that  we 
have  chosen  the  options  are  discussed 
throughout  this  proposed  rule.  Some  of 
the  major  issues  discussed  in  this 
proposed  rule  and  the  options 
considered  are  discussed  below. 

a.  Alternatives  Considered  for  Pass- 
Through  Payment  for  Implantable 
Biologicals 

We  are  proposing  to  change  the  way 
we  evaluate  transitional  pass-through 
applications  for  implantable  biologicals 
and  the  way  we  pay  for  implantable 
biologicals  newly  eligible  for 
transitional  pass-through  status 
beginning  in  CY  2010.  As  discussed  in 
detail  in  section  V.A.4.  of  this  proposed 
rule,  we  are  proposing  that  the  pass¬ 
through  evaluation  process  and  pass¬ 
through  payment  methodology  for 
implantable  biologicals  that  are 
surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  and  that  are  newly  approved  for 
pass-through  payment  beginning  on  or 
after  January  1,  2010,  be  the  device  pass¬ 
through  process  and  payment 
methodology  only.  As  a  result, 
implantable  biologicals  would  no  longer 
be  eligible  to  submit  biological  pass¬ 
through  applications  and  to  receive 
biological  pass-through  payment  at 
ASP-i-6  percent.  Rather,  implantable 
biologicals  that  are  eligible  for  device 
pass-through  payment  would  be  paid  at 
the  chciigos-adjusted-to-cost 
methodology  used  for  all  pass-through 
device  categories. 

We  considered  three  alternatives  for 
the  pass-through  evaluation  process  and 
payment  methodology  for  implantable 
biologicals  that  are  surgically  inserted  or 
implanted  (through  a  surgical  incision 
or  a  natural  orifice).  The  first  alternative 
we  considered  was  to  make  no  change 
to  the  current  pass-through  evaluation 
process  and  payment  methodology  for 
implantable  biologicals  that  are 
surgically  inserted  or  implanted.  We  did 
not  select  this  alternative  because  this 
approach  would  continue  the  separate 
pass-through  evaluation  processes  and 
payment  methodologies  for  implantable 


biologicals  and  implantable 
nonbiological  devices  that  are 
sometimes  used  for  the  same  clinical 
indications  and  that  are  FDA-approved 
as  devices.  Moreover,  implantable 
biologicals  could  potentially  have  two 
periods  of  pass-through  payment,  one  as 
a  biological  and  one  as  a  device.  We 
believe  that  it  is  most  appropriate  for  a 
product  to  be  eligible  for  a  single  period 
of  OPPS  pass-through  payment,  rather 
than  a  period  of  device  pass-through 
payment  and  a  period  of  drug  or 
biological  pass-through  payment. 

The  second  alternative  we  considered 
was  to  add  a  criterion  requiring  the 
demonstration  of  substantial  clinical 
improvement  to  the  biological  pass¬ 
through  evaluation  process  in  order  for 
a  biological  to  be  approved  for  pass¬ 
through  payment.  This  alternative 
would  provide  pass-through  payment 
only  for  those  biologicals  that 
demonstrate  clinical  superiority, 
consistent  with  the  pass-through 
evaluation  process  for  devices  and 
ensuring  that  a  product  could  receive 
only  one  period  of  pass-through 
payment.  We  did  not  choose  this 
alternative  because  this  approach  would 
continue  the  different  pass-through 
payment  methods  for  implantable 
biological  and  nonbiological  devices. 
Pass-through  payment  for  biologicals  is 
made  at  ASP-(-6  percent  as  required  for 
drug  and  biological  pass-through 
payment,  while  pass-through  devices 
are  paid  at  charges  adjusted  to  cost. 
Therefore,  this  second  alternative  would 
result  in  continued  inconsistent  pass¬ 
through  payment  methodologies  for 
biological  and  nonbiological  devices 
that  may  substitute  for  one  another. 

The  third  alternative  we  considered 
and  the  one  we  are  proposing  for  CY 
2010  is  to  provide  that,  beginning  in  CY 
2010,  the  pass-through  evaluation 
process  and  pass-through  payment 
methodology  for  implantable  biologicals 
that  are  surgically  inserted  or  implanted 
(through  a  surgical  incision  or  a  natural 
orifice)  be  the  device  pass-through 
process  and  payment  methodology  only. 
We  chose  this  alternative  because  we 
believe  that  the  most  consistent  pass¬ 
through  payment  policy  is  to  evaluate 
all  such  devices,  both  biological  and 
nonbiological,  under  the  device  pass¬ 
through  process.  We  believe  that 
implantable  biologicals  are  most  similar 
to  devices  because  of  their  required 
surgical  insertion  or  implantation,  and 
that  it  would  be  most  appropriate  to 
evaluate  them  as  devices  because  they 
share  significant  clinical  similtu-ity  with 
implantable  nonbiological  devices. 
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b.  Alternatives  Considered  for  Payment 
of  the  Acquisition  and  Pharmacy 
Overhead  Costs  of  Drugs  and  Biologicals 
That  Do  Not  Have  Pass-Through  Status 

We  are  proposing  that,  for  CY  2010, 
the  OPPS  would  make  payment  for 
separately  payable  drugs  and  biologicals 
at  ASP+4  percent,  and  this  payment 
would  continue  to  represent  combined 
payment  for  both  the  acquisition  and 
pharmacy  overhead  costs  of  separately 
payable  drugs  and  biologicals.  As 
discussed  in  detail  in  section  V.B.3.  of 
this  proposed  rule,  we  believe  that 
approximately  $150  million  of  the 
estimated  $395  million  in  pharmacy 
overhead  cost  currently  attributed  to 
packaged  drugs  should,  instead,  be 
attributed  to  separately  payable  drugs 
and  biologicals  to  provide  an 
adjustment  for  the  pharmacy  overhead 
costs  of  these  separately  payable 
products.  As  a  result,  we  also  are 
proposing  to  reduce  the  cost  of 
packaged  drugs  and  biologicals  that  is 
included  in  the  payment  for  procedural 
APCs  to  offset  the  $150  million 
adjustment  to  payment  for  separately 
payable  drugs  and  biologicals.  We  are 
proposing  that  any  redistribution  of 
pharmacy  overhead  cost  that  may  arise 
from  CY  2010  final  rule  claims  data 
would  occur  only  from  some  drugs  and 
biologicals  to  other  drugs  and 
biologicals,  thereby  maintaining  the 
estimated  total  cost  of  drugs  and 
biologicals  under  the  OPPS. 

We  considered  three  alternatives  for 
payment  of  the  acquisition  and 
pharmacy  overhead  costs  of  drugs  and 
biologicals  that  do  not  have  pass¬ 
through  status  for  CY  2010.  The  first 
alternative  we  considered  was  to 
continue  our  standard  policy  of 
comparing  the  estimated  aggregate  cost 
of  separately  payable  drugs  and 
biologicals  in  om-  claims  data  to  the 
estimated  aggregate  ASP  dollars  for 
separately  payable  drugs  and 
biologicals,  using  the  ASP  as  a  proxy  for 
average  acquisition  cost,  to  calculate  the 
estimated  percent  of  ASP  that  would 
serve  as  the  best  proxy  for  the  combined 
acquisition  and  pharmacy  overhead 
costs  of  separately  payable  drugs  and 
biologicals  (70  FR  68642).  Under  this 
standard  methodology,  using  April  2009 
ASP  information  and  costs  derived  from 
CY  2008  OPPS  claims  data,  we 
estimated  the  combined  acquisition  and 
overhead  costs  of  separately  payable 
drugs  and  biologicals  to  be  ASP  minus 
2  percent.  As  discussed  in  section  V.B.3. 
of  this  proposed  rule,  we  also 
determined  that  the  combined 
acquisition  and  overhead  costs  of 
packaged  drugs  are  247  percent  of  ASP. 
We  did  not  choose  this  alternative 


because  we  believe  that  this  analysis 
indicates  that  our  standard  drug 
payment  methodology  has  the  potential 
to  “compress”  the  calculated  costs  of 
separately  payable  drugs  and  biologicals 
to  some  degree.  Further,  we  recognize 
that  the  attribution  of  pharmacy 
overhead  costs  to  packaged  or  separately 
payable  drugs  and  biologicals  through 
our  standard  drug  payment 
methodology  of  a  combined  payment  for 
acquisition  and  pharmacy  overhead 
costs  depends,  in  part,  on  the  treatment 
of  all  drugs  and  biologicals  each  year 
under  our  annual  drug  packaging 
threshold.  Changes  to  the  packaging 
threshold  may  result  in  changes  to 
payment  for  the  overhead  cost  of  drugs 
and  biologicals  that  do  not  reflect  actual 
changes  in  hospital  pharmacy  overhead 
cost  for  those  products. 

The  second  alternative  we  considered 
was  to  adopt  the  APC  Panel’s 
recommendation  to  accept  the 
pharmacy  stakeholders’  recommended 
methodology  for  payment  of  drugs  and 
biologicals  that  do  not  have  pass¬ 
through  status.  This  recommended 
methodology  would  establish  ASP+6 
percent  as  the  cost  of  packaged  drugs 
and  biologicals,  including  all  pharmacy 
overhead  costs;  establish  ASP-h6  percent 
as  the  acquisition  cost  of  separately 
payable  drugs  and  biologicals  with  some 
overhead  cost  included;  and  reallocate 
the  residual  cost  of  packaged  drugs  and 
biologicals  currently  reflected  in  the 
claims  data  across  three  categories  of 
pharmacy  overhead  cost  that  would 
then  be  paid  separately  for  each 
administration  of  separately  payable 
drugs  and  biologicals  in  CY  2010.  The 
pharmacy  stakeholders  recommended 
that  we  pay  the  pharmacy  overhead 
amount  specific  to  the  overhead 
category  to  which  a  drug  or  biological  is 
assigned,  in  addition  to  the  ASP-t-6 
percent  payment  for  the  separately 
payable  drug  or  biological,  each  time  a 
separately  payable  drug  or  biological  is 
administered.  We  refer  readers  to 
section  V.B.3.  of  this  proposed  rule  for 
a  more  detailed  discussion  of  the 
pharmacy  stakeholders’  recommended 
methodology.  We  did  not  choose  this 
alternative  because  we  do  not  believe 
that  ASP-i-6  percent  would  pay 
sufficiently  for  the  acquisition  and 
pharmacy  overhead  costs  of  packaged 
drugs.  We  believe  the  amount  of 
redistribution  of  pharmacy  overhead 
costs  from  packaged  to  separately 
payable  drugs  and  biologicals 
incorporated  in  the  recommendation  of 
the  pharmacy  stakeholders  would  be  too 
great.  In  addition,  we  do  not  believe  that 
it  would  be  appropriate  to  establish 
separate  payment  for  pharmacy 


overhead  costs,  thereby  unbundling 
payment  for  the  acquisition  and 
overhead  costs  of  separately  payable 
drugs  and  biologicals  when  hospitals 
report  a  single  charge  for  these  products 
that  represents  both  types  of  costs.  For 
these  reasons,  we  are  not  accepting  the 
APC  Panel  recommendation  to  adopt 
the  pharmacy  stakeholders’ 
recommended  methodology. 

The  third  alternative  we  considered 
and  the  one  we  are  proposing  for  CY 
2010  is  to  make  payment  for  nonpass¬ 
through  separately  payable  drugs  and 
biologicals  at  ASP-i-4  percent,  which 
would  continue  to  represent  a  combined 
payment  for  both  the  acquisition  costs 
of  separately  payable  drugs  and  the 
pharmacy  overhead  costs  applicable  to 
these  products.  We  also  are  proposing  to 
reduce  the  cost  of  packaged  drugs  that 
is  included  in  the  payment  for 
procedural  APCs  to  offset  the  $150 
million  adjustment  to  payment  for 
separately  payable  drugs  and 
biologicals,  resulting  in  payment  for 
packaged  drugs  and  biologicals  of 
ASP+153  percent  under  our  proposal. 

We  chose  this  alternative  because  we 
believe  that  it  provides  the  most 
appropriate  redistribution  of  pharmacy 
overhead  costs  associated  with  drugs 
and  biologicals  based  on  the  analyses 
discussed  in  section  V.B.3.  of  this 
proposed  rule,  and  is  consistent  with 
the  principles  of  a  prospective  payment 
system. 

c.  Alternatives  Considered  for  the 
Physician  Supervision  of  Hospital 
Outpatient  Services 
We  are  proposing  to  revise  or  further 
define  several  policies  related  to  the 
physician  supervision  of  services  in  the 
HOPD  for  CY  2010.  We  refer  readers  to 
section  XIIE  of  this  proposed  rule  for  the 
full  discussion  of  these  proposals. 
Specifically,  for  the  CY  2010  OPPS,  we 
are  proposing  to  revise  our  existing 
policy  that  requires  direct  supervision 
to  be  provided  by  a  physician  to  allow 
specified  nonphysician  practitioners  to 
supervise  the  hospital  outpatient 
therapeutic  services  that  they  are  able  to 
personally  perform  within  their  State 
scope  of  practice  and  hospital-granted 
privileges.  We  also  are  proposing  to 
establish  a  policy  for  hospital  outpatient 
therapeutic  services  furnished  in  the 
main  hospital  buildings  or  in  on- 
campus  provider-based  departments 
(PBDs)  that  “direct  supervision”  would 
mean  that  the  supervisory  physician 
must  be  on  the  same  campus,  in  the 
hospital  or  the  on-campus  PBD  of  the 
hospital  and  immediately  available  to 
furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  “In  the  hospital”  would 
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mean  those  areas  in  the  main  building(s) 
of  the  provider  that  are  under  the 
ownership,  financial,  and 
administrative  control  of  the  hospital; 
that  are  operated  as  part  of  the  hospital; 
and  for  which  the  hospital  bills  the 
services  furnished  under  the  hospital’s 
CMS  Certification  Number.  In  addition, 
we  are  proposing  to  establish  in 
regulations  a  policy  that  would  apply 
the  MPFS  physician  supervision 
requirements  for  diagnostic  tests  to  all 
hospital  outpatient  diagnostic  tests 
performed  directly  by  the  hospital  or 
under  arrangement. 

We  considered  three  alternatives  for 
the  physician  supervision  of  hospital 
outpatient  services  for  CY  2010.  The 
first  alternative  we  considered  was  to 
make  no  changes  to  the  existing 
supervision  policies  for  hospital 
outpatient  therapeutic  and  diagnostic 
services  and  to  provide  no  new  policy 
guidance  in  this  area.  This  approach 
would  require  hospitals  to  ensure  that 
only  physicians  supervise  services  that 
may  currently  he  ordered  or  performed 
by  nonphysiciqn  practitioners  within 
their  State  scope  of  practice  and 
hospital-granted  privileges.  Hospitals 
would  not  receive  payment  for 
outpatient  services  for  which  they  were 
unable  to  provide  supervision  by  a 
physician.  In  addition,  there  could 
continue  to  be  confusion  regarding  what 
“direct  supervision”  means  for  services 
provided  in  an  area  of  the  hospital  that 
may  not  be  a  PBD  of  the  hospital.  Lastly, 
there  would  be  potential  for 
misunderstanding  regarding  the 
appropriate  level  of  physician 
supervision  required  for  hospital 
outpatient  diagnostic  services  without  a 
clearly  stated  policy,  codified  in 
regulations,  that  would  apply  the  same 
level  of  physician  supervision  to  all 
hospital  outpatient  diagnostic  services, 
whether  provided  directly  or  under 
arrangement,  as  applies  to  those  services 
currently  furnished  in  physicians’ 
offices  and  independent  diagnostic 
testing  facilities.  We  did  not  choose  this 
alternative  because  we  believe  that  it  is 
important  to  address  the  issues  outlined 
above,  including  areas  of  potential 
confusion  or  limited  current  policy 
guidance,  to  ensure  that  hospitals  are 
able  to  comply  with  the  hospital 
outpatient  supervision  requirements 
while  providing  access  to  care  for 
Medicare  beneficiaries. 

The  second  alternative  we  considered 
was  to  permit  specified  nonphysician 
practitioners  to  supervise  the  hospital 
outpatient  therapeutic  services  that  they 
are  able  to  personally  perform  within 
their  State  scope  of  practice  and 
hospital-granted  privileges,  but  to 
propose  no  changes  that  would  provide 


clearer  statements  of  policy  regarding 
other  concerns  raised  by  hospitals 
regarding  physician  supervision  for 
hospital  outpatient  therapeutic  and 
diagnostic  services.  We  did  not  choose 
this  alternative  because  we  believe  it  is 
important  to  clearly  specify  the  policies 
that  apply  to  the  supervision  of  both 
therapeutic  and  diagnostic  services  in 
all  hospital  outpatient  settings  in  order 
to  ensure  the  safety  and  effectiveness  of 
hospital  outpatient  services  furnished  to 
Medicare  beneficiaries. 

The  third  alternative  we  considered 
and  the  one  we  are  proposing  for  CY 
2010  was  to  revise  our  existing  policy  to 
permit  specified  nonphysician 
practitioners  to  supervise  the  services 
that  they  are  able  to  personally  perform 
within  their  State  scope  of  practice  and 
hospital-granted  privileges;  to  establish 
a  specific  definition  of  “direct 
supervision”  for  hospital  outpatient 
therapeutic  services  furnished  in  the 
hospital  or  in  on-campus  PBDs  that  was 
consistent  for  services  furnished  by  the 
hospital  on  campus;  and  to  apply  the 
MPFS  supervision  requirements  for 
diagnostic  tests  to  all  hospital  outpatient 
diagnostic  tests  provided  directly  by  the 
hospital  or  under  arrangement.  We 
selected  this  alternative  because  we 
believe  that  it  is  appropriate  that  a 
licensed  nonphysician  practitioner  who 
may  bill  and  be  paid  by  Medicare  for  the 
practitioner’s  professional  services 
should  be  able  to  supervise  the 
therapeutic  services  that  he  or  she  may 
personally  perform  within  his  or  her 
State  scope  of  practice  and  hospital- 
granted  privileges.  Furthermore,  we 
believe  that  it  is  necessary  and 
appropriate  to  establish  consistent  and 
operationally  feasible  policies  regarding 
the  supervision  requirements  for 
hospital  outpatient  therapeutic  and 
diagnostic  services  in  order  to  ensure 
safe  and  effective  health  care  services 
for  Medicare  beneficiaries. 

2.  Limitations  of  Our  Analysis 
The  distributional  impacts  presented 
here  are  the  projected  effects  of  the 
proposed  CY  2010  policy  changes  on 
various  hospital  groups.  We  post  on  the 
CMS  Web  site  our  hospital-specific 
estimated  payments  for  CY  2010  with 
the  other  supporting  documentation  for 
this  proposed  rule.  To  view  the 
hospital-specific  estimates,  we  refer 
readers  to  the  CMS  Web  site  at:  http:// 
www.cms.hhs.gov/ 
HospitalOutpatientPPS/.  Select 
“regulations  and  notices”  from  the  left 
side  of  the  page  and  then  select  “CMS- 
1414-P”  from  the  list  of  regulations  and 
notices.  The  hospital-specific  file  layout 
and  the  hospital-specific  file  are  listed 
with  the  other  supporting 


documentation  for  this  proposed  rule. 

We  show  hospital-specific  data  only  for 
hospitals  whose  claims  were  used  for 
modeling  the  impacts  shown  in  Table 
51  below.  We  do  not  show  hospital- 
specific  impacts  for  hospitals  whose 
claims  we  were  unable  to  use.  We  refer 
readers  to  section  II.A.2.  of  this 
proposed  rule  for  a  discussion  of  the 
hospitals  whose  claims  we  do  not  use 
for  ratesetting  and  impact  purposes. 

We  estimate  the  effects  of  the 
proposed  individual  policy  changes  by 
estimating  payments  per  service,  while 
holding  all  other  payment  policies 
constant.  We  use  the  best  data  available, 
but  do  not  attempt  to  predict  behavioral 
responses  to  our  proposed  policy 
changes.  In  addition,  we  do  not  make 
adjustments  for  future  changes  in 
variables  such  as  service  volume, 
service-mix,  or  number  of  encounters. 

As  we  have  done  in  previous  rules,  we 
are  soliciting  public  comment  and 
information  about  the  anticipated  effects 
of  our  proposed  changes  on  hospitals 
and  our  methodology  for  estimating 
them. 

3.  Estimated  Effects  of  This  Proposed 
Rule  on  Hospitals 

Table  51  below  shows  the  estimated 
impact  of  this  proposed  rule  on 
hospitals.  Historically,  the  first  line  of 
the  impact  table,  which  estimates  the 
proposed  change  in  payments  to  all 
hospitals,  has  always  included  cancer 
and  children’s  hospitals,  which  are  held 
harmless  to  their  pre-BBA  payment-to- 
cost  ratio.  We  also  are  including  CMHCs 
in  the  first  line  that  includes  all 
providers  because  we  included  CMHCs 
in  our  weight  scaler  estimate. 

We  present  separate  impacts  for 
CMHCs  in  Table  51  because  CMHCs  are 
paid  under  two  APCs  for  services  under 
the  OPPS:  APC  0172  (Level  1  Partial 
Hospitalization  (3  services))  and  APC 
0173  (Level  II  Partial  Hospitalization  (4 
or  more  services)).  We  discuss  the 
impact  on  CMHCs  in  section  XXI.B.4.  of 
this  proposed  rule. 

The  estimated  increase  in  the  total 
payments  made  under  the  OPPS  is 
limited  by  the  increase  to  the 
conversion  factor  set  under  the 
methodology  in  the  statute.  The 
distributional  impacts  presented  do  not 
include  assumptions  about  changes  in 
volume  and  service-mix.  The  enactment 
of  Public  Law  108-173  on  December  8, 
2003,  provided  for  the  additional 
payment  outside  of  the  budget 
neutrality  requirement  for  wage  indices 
for  specific  hospitals  reclassified  under 
section  508.  Public  Law  108-173 
extended  section  508  reclassifications 
through  September  30,  2008.  Section 
124  of  Public  Law  110-275  further 
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extended  section  508  reclassifications 
through  September  30,  2009.  The 
amounts  attributable  to  these 
reclassifications  are  incorporated  into 
the  CY  2009  estimates. 

Table  51  shows  the  estimated 
redistribution  of  hospital  and  CMHC 
payments  among  providers  as  a  result  of 
APC  reconfiguration  and  recalibration; 
wage  indices:  the  combined  impact  of 
the  APC  recalibration,  wage  effects,  and 
the  market  basket  update  to  the 
conversion  factor;  and,  finally, 
estimated  redistribution  considering  all 
proposed  payments  for  CY  2010  relative 
to  all  payments  for  CY  2009,  including 
the  impact  of  proposed  changes  in  the 
outlier  threshold,  expiring  section  508 
wage  indices,  and  changes  to  the  pass¬ 
through  payment  estimate.  We  did  not 
model  an  explicit  budget  neutrality 
adjustment  for  the  proposed  rural 
adjustment  for  SCHs  because  we  are  not 
proposing  to  make  any  changes  to  the 
policy  for  CY  2010.  Because  proposed 
updates  to  the  conversion  factor, 
including  the  update  of  the  market 
basket  and  the  subtraction  of  additional 
money  dedicated  to  pass-through 
payment  for  CY  2010,  are  applied 
uniformly  across  services,  observed 
redistributions  of  payments  in  the 
impact  table  for  hospitals  largely 
depend  on  the  mix  of  services  furnished 
by  a  hospital  (for  example,  how  the 
APCs  for  the  hospital’s  most  firequently 
furnished  services  would  change),  and 
the  impact  of  the  wage  index  changes  on 
the  hospital.  However,  total  payments 
made  under  this  system  and  the  extent 
to  which  this  proposed  rule  would 
redistribute  money  during 
implementation  also  would  depend  on 
changes  in  volume,  practice  patterns, 
and  the  mix  of  services  billed  between 
CY  2009  and  CY  2010  by  various  groups 
of  hospitals,  which  CMS  caimot 
forecast. 

Overall,  the  proposed  OPPS  rates  for 
CY  2010  would  have  a  positive  effect  for 
providers  paid  under  the  OPPS, 
resulting  in  a  1.9  percent  increase  in 
Medicare  payments.  Removing  cancer 
and  children’s  hospitals  because  their 
payments  are  held  harmless  to  the  pre- 
BBA  ratio  between  payment  and  cost, 
and  CMHCs  suggests  that  these 
proposed  changes  would  also  result  in 
a  1.9  percent  increase  in  Medicare 
payments  to  all  other  hospitals, 
exclusive  of  transitional  pass-through 
payments. 

■Po  illustrate  the  impact  of  the 
proposed  CY  2010  changes,  our  analysis 
begins  with  a  baseline  simulation  model 
that  uses  the  final  CY  2009  weights,  the 
FY  2009  final  post-reclassification  IPPS 
wage  indices,  and  the  final  CY  2009 
conversion  factor.  Column  2  in  Table  51 


shows  the  independent  effect  of 
proposed  changes  resulting  from  the 
reclassification  of  services  among  APC 
groups  and  the  recalibration  of  APC 
weights,  based  on  12  months  of  CY  2008 
OPPS  hospital  claims  data  and  the  most 
recent  cost  report  data.  We  modeled  the 
effect  of  proposed  APC  recalibration 
changes  for  CY  2010  by  varying  only  the 
weights  (the  final  CY  2009  weights 
versus  the  proposed  CY  2010  weights 
calculated  using  the  CY  2008  claims 
used  for  this  proposed  rule)  and 
calculating  the  percent  difference  in 
payments.  Column  2  also  reflects  the 
effect  of  proposed  changes  resulting 
from  the  proposed  APC  reclassification 
and  recalibration  changes  and  any 
changes  in  multiple  procedure  discount 
patterns  or  conditional  packaging  that 
occur  as  a  result  of  the  proposed 
changes  in  the  relative  magnitude  of 
payment  weights. 

Column  3  reflects  the  independent 
effects  of  proposed  updated  wage 
indices,  including  the  proposed 
application  of  budget  neutrality  for  the 
rural  floor  policy  on  a  statewide  basis. 
While  we  included  changes  to  the  rural 
adjustment  in  this  column  prior  to  CY 
2009,  we  did  not  model  a  budget 
neutrality  adjustment  for  the  rural 
adjustment  for  SCHs  because  we  are 
proposing  to  make  no  changes  to  the 
policy  for  CY  2010.  We  modeled  the 
independent  effect  of  updating  the  wage 
indices  and  the  rural  adjustment  by 
varying  only  the  wage  indices,  using  the 
proposed  CY  2010  scaled  weights  and  a 
CY2009  conversion  factor  that  included 
a  budget  neutrality  adjustment  for  the 
effect  of  changing  the  wage  indices 
between  CY  2009  and  CY  2010. 

Column  4  demonstrates  the  combined 
“budget  neutral”  impact  of  APC 
recalibration  (that  is.  Column  2),  the 
wage  index  update  (that  is.  Column  3), 
as  well  as  the  impact  of  updating  the 
conversion  factor  with  the  market  basket 
update.  We  modeled  the  independent 
effect  of  the  budget  neutrality 
*  adjustments  and  the  market  basket 
update  by  using  the  weights  and  wage 
indices  for  each  year,  and  using  a  CY 

2009  conversion  factor  that  included  the 
market  basket  update  and  a  budget 
neutrality  adjustment  for  differences  in 
wage  indices. 

Finally,  Column  5  depicts  the  full 
impact  of  the  proposed  CY  2010  policies 
on  each  hospital  group  by  including  the 
effect  of  all  the  proposed  changes  for  CY 

2010  (including  the  APC  reconfiguration 
and  recalibration  shown  in  Column  2) 
and  comparing  them  to  ail  estimated 
payments  in  CY  2009  (these  CY  2009 
estimated  payments  include  the 
payments  resulting  from  the  non-budget 
neutral  increases  to  wage  indices  under 


section  508  of  Pub.  L.  108-173  as 
extended  by  Pub.  L.  110-275).  Column 
5  shows  the  combined  budget  neutral 
effects  of  Columns  2  through  4,  plus  the 
impact  of  the  proposed  change  to  the 
fixed-dollar  outlier  threshold  from 
$1,800  to  $2,225;  the  impact  of  the 
expiration  of  section  508 
reclassifications;  the  change  in  the  HOP 
QDRP  payment  reduction  for  the  small 
number  of  hospitals  in  our  impact 
model  that  failed  to  meet  the  reporting 
requirements;  and  the  impact  of 
increasing  the  estimate  of  the  percentage 
of  total  OPPS  payments  dedicated  to 
transitional  pass-through  payments.  We 
discuss  our  CY  2010  proposal  to  change 
the  outlier  threshold  in  section  II.F.  of 
this  proposed  rule.  Of  the  85  hospitals 
that  failed  to  meet  the  HOP  QDRP 
reporting  requirements  for  the  full  CY 

2009  update  (and  assumed,  for 
modeling  purposes,  to  be  the  same 
number  for  CY  2010),  we  included  13  in 
our  model  because  they  had  both  CY 

2008  claims  data  and  recent  cost  report 
data.  We  estimate  that  these  cumulative 
changes  would  increase  payments  to  all 
providers  by  1.9  percent  for  CY  2010. 

We  modeled  the  independent  effect  of 
all  proposed  changes  in  Column  5  using 
the  final  weights  for  CY  2009  and  the 
proposed  weights  for  CY  2010.  We  used 
the  final  conversion  factor  for  CY  2009 
of  $66,059  and  the  proposed  CY  2010 
conversion  factor  of  $67,439.  Column  5 
also  contains  simulated  outlier 
paj'ments  for  each  year.  We  used  the 
charge  inflation  factor  used  in  the  FY 

2010  IPPS/RY  2010  LTCH  PPS  proposed 
rule  of  7.29  percent  (1.0729)  to  increase 
individual  costs  on  the  CY  2008  claims, 
and  we  used  the  most  recent  overall 
CCR  in  the  April  2009  OPSF.  Using  the 
CY  2008  claims  and  a  7.29  percent 
charge  inflation  factor,  we  cmrently 
estimate  that  outlier  payments  for  CY 
2009,  using  a  multiple  threshold  of  1.75 
and  a  fixed-dollar  threshold  of  $1,800, 
would  be  approximately  1.08  percent  of 
total  payments.  Outlier  payments  of 
1.08  percent  are  incorporated  in  the  CY 

2009  comparison  in  Column  5.  We  used 
the  same  set  of  claims  and  a  charge 
inflation  factor  of  15.11  percent  (1.1511) 
and  the  CCRs  in  the  April  2009  OPSF, 
with  an  adjustment  of  0.9840  to  reflect 
relative  changes  in  cost  and  charge 
inflation  between  CY  2008  and  CY  2010, 
to  model  the  CY  2010  outliers  at  1.0 
percent  of  total  payments  using  a 
multiple  threshold  of  1.75  and  a 
proposed  fixed-dollar  threshold  of 
$2,225. 

Column  1:  Total  Number  of  Hospitals 

The  first  line  in  Column  1  in  Table  51 
shows  the  total  number  of  providers 
(4,137),  including  cancer  and  children’s 
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hospitals  and  CMHCs  for  which  we 
were  able  to  use  CY  2008  hospital 
outpatient  claims  to  model  CY  2009  and 
CY  2010  payments,  by  classes  of 
hospitals.  We  excluded  all  hospitals  for 
which  we  could  not  accurately  estimate 
CY  2009  or  CY  2010  payment  and 
entities  that  are  not  paid  under  the 
OPPS.  The  latter  entities  include  CAHs, 
all-inclusive  hospitals,  and  hospitals 
located  in  Guam,  the  U.S.  Virgin 
Islands,  Northern  Mariana  Islands, 
American  Samoa,  and  the  State  of 
Maryland.  This  process  is  discussed  in 
greater  detail  in  section  II.A.  of  this 
proposed  rule.  At  this  time,  we  are 
unable  to  calculate  a  disproportionate 
share  (DSH)  variable  for  hospitals  not 
participating  in  the  IPPS.  Hospitals  for 
which  we  do  not  have  a  DSH  variable 
are  grouped  separately  and  generally 
include  psychiatric  hospitals, 
rehabilitation  hospitals,  and  LTCHs.  We 
show  the  total  number  (3,870)  of  OPPS 
hospitals,  excluding  the  hold-harmless 
cancer  and  children’s  hospitals  and 
CMHCs,  oh  the  second  line  of  the  table. 
We  excluded  cancer  and  children’s 
hospitals  because  section  1833(t)(7){D) 
of  the  Act  permanently  holds  harmless 
cancer  hospitals  and  children’s 
hospitals  to  a  proportion  of  their  pre- 
BBA  payment  relative  to  their  pre-BBA 
costs  and,  therefore,  we  removed  them 
from  our  impact  analyses.  We  show  the 
isolated  impact  on  211  CMHCs  in  the 
last  row  of  the  impact  table  and  discuss 
that  impact  separately  below. 

Column  2:  Proposed  APC  Changes  Due 
to  Reassignment  and  Recalibration 
This  column  shows  the  combined 
effects  of  proposed  reconfiguration, 
recalibration,  and  other  policies  (such  as 
setting  payment  for  separately  payable 
drugs  and  biologicals  at  ASP+4  percent 
with  an  accompanying  reduction  in  the 
amount  of  cost  associated  with 
packaged  drugs  and  biologicals, 
payment  for  brachytherapy  sources 
based  on  median  unit  cost,  and  changes 
in  payment  for  PHP  services). 
Specifically,  the  reduction  in  PHP 
payment  for  APC  0172  is  redistributed 
to  hospitals  and  reflected  in  the  0.1 
percent  increase  for  the  3,870  hospitals 
that  remain  after  excluding  hospitals 
held  harmless  and  CMHCs.  CMHCs 
perform  a  greater  proportion  of  low 
intensity  partial  hospitalization  days 
relative  to  high  intensity  partial 
hospitalization  days,  and  thus  the 
impact  of  the  proposed  reduction  in 
PHP  payment  for  APC  0172  is  greater 
than  the  effect  of  the  proposed  increase 
in  PHP  payment  for  APC  0173.  Overall, 
these  proposed  changes  would  increase 
payments  to  urban  hospitals  by  0.1 
percent.  We  estimate  that  both  large  and 


other  urban  hospitals  would  see  an 
increase  of  0.1  percent,  all  attributable 
to  recalibration. 

Overall,  rural  hospitals  would  show 
no  increase  as  a  result  of  proposed 
changes  to  the  APC  structure.  With  the 
money  redistributed  from  PHP  services, 
and  other  recalibration  changes,  rural 
hospitals  of  all  bed  sizes  would 
experience  no  change  or  would 
experience  a  decrease  of  0.1  percent. 

Among  teaching  hospitals,  the  largest 
observed  impact  resulting  from 
proposed  APC  recalibration  would 
include  an  increase  of  0.1  percent  for 
minor  teaching  hospitals  and  no  change 
for  major  teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  proprietary 
hospitals  would  see  an  increase  of  0.2 
percent,  governmental  hospitals  would 
see  no  increase,  and  voluntary  hospitals 
would  see  an  increase  of  0.1  percent. 

We  estimate  that  small  rural  hospitals 
with  49  or  fewer  beds  would  experience 
a  modest  decrease  of  0.1  percent,  while 
hospitals  with  50  or  more  beds  would 
experience  no  change.  We  also  estimate 
that  urban  hospitals  hilling  a  low 
volume  of  OPPS  services  would 
experience  a  decrease  of  0.2  percent, 
while  urban  hospitals  billing  moderate 
to  high  volumes  of  services  would 
experience  increases  of  0.1  percent  to 
0.3  percent.  Most  rural  hospitals  would 
experience  no  change  or  an  increase  of 
0.1  percent,  although  rural  hospitals 
billing  a  moderate  volume  of  OPPS 
serv'ices  would  experience  a  decrease  of 
0.1  percent.  Finally,  hospitals  for  which 
DSH  payments  are  not  available  would 
experience  decreases  of  1.3  to  1.5 
percent  that  are  largely  attributable  to 
the  reduction  in  PHP  payment  for  APC 
0172.  Most  other  classes  of  hospitals 
would  not  experience  any  change  from 
CY  2009  to  CY  2010  or  would 
experience  a  modest  increase. 

Column  3;  Proposed  New  Wage  Indices 
and  the  Effect  of  the  Rural  Adjustment 

This  column  estimates  the  impact  of 
applying  the  proposed  FY  2010  IPPS 
wage  indices  for  the  CY  2010  OPPS.  We 
are  not  proposing  a  change  to  the  rural 
payment  adjustment  for  CY  2010.  We 
estimate  that  the  combination  of 
updated  wage  data  and  statewide 
application  of  rural  floor  budget 
neutrality  would  redistribute  payment 
among  regions.  We  also  updated  the  list 
of  counties  qualifying  for  the  section 
505  out-migration  adjustment.  Overall, 
urban  hospitals  would  not  experience 
any  change  from  CY  2009  to  CY  2010, 
and  rural  hospitals  would  experience  a 
decrease  of  0.1  percent  as  a  result  of  the 
updated  wage  indices.  Both  rural  New 
England  States  and  rural  West  South 


Central  States  would  experience 
decreases  of  up  to  1.2  percent.  We 
estimate  that  urban  and  rural  Mountain 
States  would  experience  increases  of  0.8 
and  0.7  percent,  respectively.  Puerto 
Rico  would  experience  a  decrease  of  0.1 
percent. 

Column  4:  All  Proposed  Budget 
Neutrality  Changes  and  Market  Basket 
Update 

The  addition  of  the  proposed  market 
basket  update  of  2.1  percent  would 
mitigate  any  negative  impacts  on 
hospital  payments  for  CY  2010  created 
by  the  budget  neutrality  adjustments 
made  in  Columns  2  and  3.  In  general,  all 
hospitals  would  experience  an  increase 
of  2.2  percent,  attributable  to  the 
proposed  2.1  percent  market  basket 
increase  and  the  0.1  percent 
redistribution  created  by  the  reduction 
in  the  PHP  payment  for  APC  0172. 

Overall,  these  proposed  changes 
would  increase  payments  to  urban 
hospitals  by  2.2  percent.  We  estimate 
that  large  urban  hospitals  would 
experience  an  increase  of  2.2  percent, 
and  other  urban  hospitals  would 
experience  a  2.1  percent  increase. 

Overall,  rural  hospitals  would 
experience  a  2.0  percent  increase  as  a 
result  of  the  proposed  market  basket 
update  and  other  budget  neutrality 
adjustments.  Rural  hospitals  that  bill 
less  than  5,000  lines  would  experience 
a  2.2  percent  increase.  Rural  hospitals 
that  bill  more  than  5,000  lines  would 
experience  increases  of  1.9  to  2.3 
percent. 

Among  teaching  hospitals,  the 
observed  impacts  resulting  from  the 
proposed  market  basket  update  and 
other  budget  neutrality  adjustments 
would  include  an  increase  of  2.1  and  2.2 
percent,  respectively,  for  major  and 
minor  teaching  hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  both  voluntary 
and  proprietary  hospitals  would 
increase  2.2  percent  and  governmental 
hospitals  would  increase  1.9  percent. 

Column  5;  All  Proposed  Changes  for  CY 
2010 

Column  5  compares  all  proposed 
changes  for  CY  2010  to  final  payment 
for  CY  2009,  including  the  expiration  of 
the  reclassifications  under  section  508,* 
the  change  in  the  outlier  threshold, 
payment  reductions  for  hospitals  that 
failed  to  meet  the  HOP  QDRP  reporting 
requirements,  and  the  difference  in 
pass-through  estimates  that  are  not 
included  in  the  combined  percentages 
shown  in  Column  4.  This  column 
includes  payment  for  a  handful  of 
hospitals  receiving  reduced  payment 
because  they  did  not  meet  their  hospital 
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outpatient  quality  measure  reporting 
requirements;  however,  the  anticipated 
change  in  payment  between  CY  2009 
and  CY  2010  for  these  hospitals  would 
be  negligible.  Overall,  we  estimate  that 
providers  would  experience  an  increase 
of  1.9  percent  under  this  proposed  rule 
in  CY  2010  relative  to  total  spending  in 
CY  2009.  The  projected  1.9  percent 
increase  for  all  providers  in  Column  5 
of  Table  51  reflects  the  proposed  2.1 
percent  market  basket  increase,  less  0.01 
percent  for  the  change  in  the  pass¬ 
through  estimate  between  CY  2009  and 
CY  2010,  less  0.08  percent  for  the 
difference  in  estimated  outlier  payments 
between  CY  2009  (1.08  percent)  and  CY 
2010  (1.0  percent),  and  less  0.14  percent 
due  to  the  expiration  of  tlie  special,  non¬ 
budget  neutral  wage  index  payments 
made  under  section  508.  When  we 
exclude  cemcer  and  children’s  hospitals 
(which  are  held  harmless  to  their  pre- 
OPPS  costs)  and  CMHCs,  the  gain 
would  remain  1.9  percent. 

The  combined  effect  of  all  proposed 
changes  for  CY  2010  would  increase 
payments  to  urban  hospitals  by  2.0 
percent.  We  estimate  that  large  urban 
hospitals  would  experience  a  2.0 
percent  increase,  while  “other”  urban 
hospitals  would  experience  an  increase 
of  1.9  percent.  Urban  hospitals  that  bill 
less  them  5,000  lines  would  experience 
an  increase  of  1.9  percent.  All  urban 
hospitals  that  bill  more  than  5,000  lines 
would  experience  increases  between  1.9 
percent  and  2.3  percent. 

Overall,  rural  hospitals  would 
experience  a  1.7  percent  increase  as  a 


result  of  the  combined  effects  of  all 
proposed  changes  for  CY  2010.  Rural 
hospitals  that  bill  less  than  5,000  lines 
would  experience  an  increase  of  1.9 
percent.  All  rural  hospitals  that  bill 
greater  than  5,000  lines  would 
experience  increases  ranging  from  1.6 
percent  to  2.1  percent. 

Among  teaching  hospitals,  the 
impacts  resulting  from  the  combined 
effects  of  all  proposed  changes  would 
include  an  increase  of  1.7  percent  for 
major  teaching  hospitals  and  an  increase 
of  1.9  percent  for  minor  teaching 
hospitals. 

Classifying  hospitals  by  type  of 
ownership  suggests  that  proprietary 
hospitals  would  gain  2.1  percent, 
governmental  hospitals  would 
experience  an  increase  of  1.8  percent, 
and  voluntary  hospitals  would 
experience  an  increase  of  1.9  percent. 

4.  Estimated  Effects  of  This  Proposed 
Rule  on  CMHCs 

The  last  row  of  the  impact  analysis  in 
Table  51  demonstrates  the  impact  on 
CMHCs.  We  modeled  this  impact 
assuming  that  CMHCs  would  continue 
to  provide  the  same  number  of  days  of 
PHP  care,  with  each  day  having  either 
three  services  or  four  or  more  services, 
as  seen  in  the  CY  2008  claims  data.  We 
excluded- days  with  one  or  two  services. 
Using  these  assumptions,  there  would 
be  a  5.9  percent  decrease  in  payments 
to  CMHCs  due  to  these  proposed  APC 
policy  changes  (shown  in  Column  2). 
The  relative  weight  for  low  intensity 
partial  hospitalization  APC  0172  (Level 
1  Partial  Hospitalization  (3  serv'ices)) 


declines  between  CY  2009  and  CY  2010 
under  this  proposed  rule.  CMHCs 
perform  a  greater  proportion  of  low 
intensity  partial  hospitalization  days 
than  psychiatric  hospitals.  Table  51 
demonstrates  that  non-IPPS  hospitals 
for  which  a  disproportionate  patient 
percentage  is  not  available  (DSH  Not 
Available),  consisting  largely  of 
psychiatric  hospitals,  would  experience 
a  decline  in  payments  of  1.5  percent. 
Psychiatric  hospitals  provide  a  greater 
proportion  of  APC  0173  (Level  II  Partial 
Hospitalization  (4  or  more  services))  for 
which  the  relative  weight  increases 
between  CY  2009  and  CY2010  under 
this  proposed  rule. 

Column  3  shows  that  the  proposed  CY 
2010  wage  index  updates  would 
account  for  a  0.9  percent  increase  in 
payments  to  CMHCs.  We  note  that  all 
providers  paid  under  the  OPPS, 
including  CMHCs,  would  receive  a 
proposed  2.1  percent  market  basket 
increase  (shown  in  Column  4). 
Combining  this  proposed  market  basket 
increase,  along  with  proposed  changes 
in  APC  policy  for  CY  2010  and  the 
proposed  CY  2010  wage  index  updates, 
the  combined  impact  on  CMHCs  for  CY 
2010  would  be  a  2.9  percent  decrease. 

In  contrast,  non-IPPS  hospitals  captured 
under  the  DSH  Not  Available  category, 
which  consists  largely  of  psychiatric 
hospitals,  would  experience  an  increase 
in  payment  of  0.6  percent  for  CY  2010 
after  combining  the  proposed  market 
basket  increase  for  CY  2010,  proposed 
changes  in  APC  policy  for  CY  2010,  and 
proposed  CY  2010  wage  index  updates. 


Table  51— Impact  of  CY  2010  Proposed  Changes  for  Hospital  Outpatient  Prospective  Payment  System 
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Number  of 
hospitals  1 

(1) 

APC 

recalibration 

(2) 

New  wage 
index  and  rural 
adjustment 

(3) 

Comb  (cols  2, 

3)  with  market 
basket  update 

(4) 

All  changes 

(5) 

ALL  PROVIDERS*  . 

4,137 

0.0 

0.0 

2.1 

1.9 

ALL  HOSPITALS  (excludes  hospitals  held  harmless 

and  CMHCs) . 

3,870 

0.1 

0.0 

2.2 

1.9 

URBAN  HOSP’ITALS  . 

2,888 

0.1 

0.0 

2.2 

2.0 

LARGE  URBAN  (GT  1  MILL.)  . 

1,575 

0.1 

0.1 

2.2 

2.0 

OTHER  URBAN  (LE  1  MILL)  . 

1,313 

0.1 

0.0 

2.1 

1.9 

RURAL  HOSPITALS . 

982 

0.0 

-0.1 

2.0 

1.7 

SOLE  COMMUNITY***  . 

389 

0.0 

0.0 

2.1 

1.6 

OTHER  RURAL  . 

593 

0.0 

-0.2 

1.9 

1.8 

BEDS  (URBAN): 

•  0-99  BEDS  . 

952 

0.2 

0.1 

2.4 

2.2 

100-199  BEDS  . 

882 

0.1 

0.0 

2.2 

1.9 

200-299  BEDS  . 

455 

0.1 

0.1 

2.3 

2.1 

300^99  BEDS  . 

411 

0.1 

-0.1 

2.0 

1.8 

500  +  BEDS . 

188 

0.0 

0.1 

2.2 

1.9 

BEDS  (RURAL): 

0-^9  BEDS  . 

349 

-0.1 

0.1 

2.1 

1.8 

50-100  BEDS . 

372 

0.0 

-0.1 

2.0 

1.7 

101-149  BEDS . 

156 

0.0 

'  -0.3 

1.9 

1.8 

150-199  BEDS . 

62 

0.0 

-0.2 

1.9 

1.5 

200  +  BEDS . ; . 

43 

0.0 

0.0 

2.0 

1.5 

VOLUME  (URBAN); 


ll 
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Table  51— Impact  of  CY  2010  Proposed  Changes  for  Hospital  Outpatient  Prospective  Payment  System— 

Continued 


! 

i 

1 

r 

Number  of 
hospitals 

(1) 

] 

APC 

recalibration 

i 

(2) 

- r 

New  wage  ; 
index  and  rural 
adjustment  I 

(3) 

Comb  (cols  2,  j 
3)  with  market  ; 
basket  update  ; 

(4)  1 

All  changes 

(5) 

LT  5,000  Lines . 

571 

-0.2 

0.1 

1.9 

1.9 

5,000-10,999  Lines  . 

176 

0.2 

0.0 

2.3 

2.1 

11,000-20,999  Lines  . 

272 

0.3 

0.1 

2.4 

2.3 

21,000-42,999  Lines  . 

532 

0.2 

0.1 

2.3 

2.2 

GT  42,999  Lines . 

1,337 

0.1 

0.0 

2.2 

1.9 

VOLUME  (RURAL): 

LT  5,000  Lines . 

84 

0.1 

0.0 

2.2 

1.9 

5,000-10,999  Lines  . 

99 

0.1 

0.2 

2.3 

2.1 

11,000-20,999  Lines  . 

207 

-0.1 

0.1 

2.1 

1.8 

21,000-42,999  Lines  . 

312 

0.1 

-0.2 

2.0 

1.8 

GT  42,999  Lines . 

280 

0.0 

-0.1 

1.9 

1.6 

REGION  (URBAN): 

NEW  ENGLAND  . 

148 

0.0 

0.4 

2.5 

2.1 

MIDDLE  ATLANTIC . . 

366 

0.0 

0.3 

2.4 

1.8 

SOUTH  ATLANTIC . . 

449 

0.1 

-0.2 

2.0 

1.9 

EAST  NORTH  CENT . 

464 

0.1 

-0.1 

2.1 

1.7 

EAST  SOUTH  CENT . 

186 

0.1 

-0.1 

2.1 

2.0 

WEST  NORTH  CENT . 

193 

0.2 

0.0 

2.4 

2.2 

WEST  SOUTH  CENT . 

457 

0.1 

-0.1 

2.1 

2.0 

MOUNTAIN  . 

187 

0.1 

0.8 

3.0 

2.9 

PACIFIC . 

390 

0.0 

-0.1 

2.0 

1.9 

PUERTO  RICO . 

48 

0.1 

-0.1 

2.1 

2.3 

REGION  (RURAL): 

NEW  ENGLAND  . 

24 

-0.2 

-1.2 

0.7 

0.6 

MIDDLE  ATLANTIC . : . 

68 

•  0.0 

0.5 

2.6 

2.2 

SOUTH  ATLANTIC . 

167 

0.0 

-0.3 

1.8 

1.7 

EAST  NORTH  CENT . 

128 

0.1 

0.0 

2.2 

1.8 

EAST  SOUTH  CENT . 

177 

0.0 

0.0 

2.1 

2.0 

WEST  NORTH  CENT . 

106 

0.0 

0.2 

2.3 

1.6 

■  WEST  SOUTH  CENT . 

210 

-0.1 

-0.8 

1.2 

1.2 

MOUNTAIN . 

71 

0.0 

0.7 

2.8 

2.4 

PACIFIC . 

31 

0.0 

0.1 

2.2 

1.8 

TEACHING  STATUS: 

NON-TEACHING  . 

2,879 

0.1 

-0.1 

2.1 

2.0 

MINOR  . 

707 

0.1 

0.0 

2.2 

1.9 

MAJOR  . 

284 

0.0 

0.1 

2.1 

1.7 

DSH  PATIENT  PERCENT: 

0  . 

7 

1.1 

0.1 

3.2 

3.1 

GT  0-0.10 . 

396 

0.2 

0.1 

2.5 

2.2 

0.10-0.16  . 

407 

0.1 

-0.2 

2.1 

1.8 

0.16-0.23 . :... 

769 

0.1 

0.0 

2.2 

1.8 

0.23-0.35  . 

980 

0.1 

0.0 

2.1 

1.9 

GE  0.35 . 

755 

0.0 

0.1 

2.1 

2.0 

DSH  NOT  AVAILABLE** . 

556 

-1.5 

0.0 

0.6 

0.6 

URBAN  TEACHING/DSH: 

TEACHING  &  DSH  . 

889 

0.0 

0.0 

2.2 

1.9 

TEACHING/NO  DSH  . . 

0 

0.0 

0.0 

0.0 

1  0.0 

NO  TEACHING/DSH  . 

1,464 

0.2 

0.0 

2.2 

2.1 

NO  TEACHING/NO  DSH . 

6 

1.2 

0.1 

3.4 

1  3.3 

DSH  NOT  AVAILABLE** . 

529 

-1.3 

0.0 

0.8 

i  0.7 

TYPE  OF  OWNERSHIP: 

VOLUNTARY  . 

2,085 

i  0.1 

0.0 

2.2 

i 

1  1.9 

PROPRIETARY  . 

1,215 

0.2 

-0.1 

2.2 

i  2.1 

GOVERNMENT  . 

570 

0.0 

-0.1 

1.9 

j  1.8 

CMHCs . 

211 

-5.9 

0.9 

-2.9 

1  -2.9 

Column  (1)  shows  total  hospitals. 

Column  (2)  shows  the  impact  of  changes  resulting  from  the  reclassification  of  HCPCS  codes  among  APC  groups  and  the  recalibration  of  APC 
weights  based  on  CY  2008  hospital  claims  data. 

Column  (3)  shows  the  budget  neutral  impact  of  updating  the  wage  index  by  applying  the  FY  2010  hospital  inpatient  wage  index.  We  are  not 
proposing  any  changes  to  the  rural  adjustment. 

Column  (4)  shows  the  impact  of  all  budget  neutrality  adjustments  and  the  addition  of  the  market  basket  update. 

Column  (5)  shows  the  additional  adjustments  to  the  conversion  factor  resulting  from  a  change  in  the  pass-through  estimate  and  adds  outlier 
payments.  This  column  also  shows  the  impact  of  the  expiration  of  the  508  wage  reclassification,  which  ends  September  30,  2009. 

•These  4,137  providers  include  children  and  cancer  hospitals,  which  are  held  harmless  to  pre-BBA  payments,  and  CMHCs. 

**  Complete  DSH  numbers  are  not  available  for  providers  that  are  not  paid  under  IPPS,  including  rehabilitation,  psychiatric,  and  long-term  care 
hospitals. 
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5.  Estimated  Effect  of  This  Proposed 
Rule  on  Beneficiaries 

For  services  for  which  the  beneficiary 
pays  a  copayment  of  20  percent  of  the 
payment  rate,  the  beneficiary  share  of 
payment  would  increase  for  services  for 
which  the  OPPS  payments  would  rise 
and  would  decrease  for  services  for 
which  the  OPPS  payments  would  fall. 
For  example,  for  a  service  assigned  to 
Level  IV  Needle  Biopsy/ Aspiration 
Except  Bone  Marrow  {APC  037)  in  the 
CY  2009  OPPS,  the  national  unadjusted 
copayment  is  $228.76,  and  the 
minimum  unadjusted  copayment  is 
$178.60.  For  CY2010,  the  proposed 
national  unadjusted  copayment  for  APC 
037  would  be  $228.76,  the  same  rate  in 
effect  for  CY  2009.  The  proposed 
minimum  unadjusted  copayment  for 
APC  037  would  be  $206.05  or  20 
percent  of  the  proposed  CY  2010 
national  unadjusted  payment  rate  for 
APC  037  of  $1,030.24.  The  proposed 
minimum  unadjusted  copayment  would 
rise  because  the  payment  rate  for  APC 
037  would  rise  for  CY  2010.  In  all  cases, 
the  statute  limits  beneficiary  liability  for 
copayment  for  a  procedure  to  the 
hospital  inpatient  deductible  for  the 


applicable  year.  The  CY  2009  hospital 
inpatient  deductible  is  $1,068.  The  CY 
2010  hospital  inpatient  deductible  is  not 
yet  available. 

In  order  to  better  understand  the 
impact  of  changes  in  copayment  on 
beneficiaries,  we  modeled  the  percent 
change  in  total  copayment  liability 
using  CY  2008  claims.  We  estimate, 
using  the  claims  of  the  4,137  hospitals 
and  CMHCs  on  which  our  modeling  is 
based,  that  total  beneficiary  liability  for 
copayments  would  decline  as  an  overall 
percentage  of  total  payments,  from  23.1 
percent  in  CY  2009  to  22.7  percent  in 
CY  2010. 

6.  Conclusion 

The  proposed  changes  in  this 
proposed  rule  would  affect  all  classes  of 
hospitals  and  CMHCs.  Some  classes  of 
hospitals  would  experience  significant 
gains  and  others  less  significant  gains, 
but  all  classes  of  hospitals  would 
experience  positive  updates  in  OPPS 
payments  in  CY  2010.  In  general, 
CMHCs  would  experience  an  overall 
decline  of  2.9  percent  in  payment  due 
to  the  recalibration  of  the  proposed 
payment  rates.  Table  51  demonstrates 


the  estimated  distributional  impact  of 
the  OPPS  budget  neutrality 
requirements  that  would  result  in  a  1.9 
percent  increase  in  payments  for  CY 
2010,  after  considering  all  proposed 
changes  to  APC  reconfiguration  and 
recalibration,  as  well  as  the  proposed 
market  basket  increase,  proposed  wage 
index  changes,  estimated  payment  for 
outliers,  and  proposed  changes  to  the 
pass-through  payment  estimate.  The 
accompanying  discussion,  in 
combination  with  the  rest  of  this 
proposed  rule,  constitutes  a  regulatory 
impact  analysis. 

7.  Accounting  Statement 

As  required  by  OMB  Circular  A-4 
(available  at  http:// 
www.whitehouse.gov/omb/circulars/ 
a004/a-4.pdf),  in  Table  52,  we  have 
prepared  an  accounting  statement 
showing  the  CY  2010  estimated  hospital 
OPPS  incurred  benefit  impact 
associated  with  the  proposed  CY2010 
hospital  outpatient  market  basket 
update  shown  in  this  proposed  rule 
based  on  the  baseline  for  the  2010 
President’s  Budget.  All  estimated 
impacts  are  classified  as  transfers. 


Table  52— Accounting  Statement;  CY  2010  Estimated  Hospital  OPPS  Incurred  Benefit  Impact  Associated 
With  the  Proposed  CY  2010  Hospital  Outpatient  Market  Basket  Update 


Category 


Annualized  Monetized  Transfers 
From  Whom  to  Whom . 

Total . 


[In  billions] 


Transfers 


$0.5  billion. 

Federal  Government  to  outpatient  hospitals  and  other  pro¬ 
viders  who  received  payment  under  the  hospital  OPPS. 

$0.5  billion. 


C.  Effects  of  ASC  Payment  System 
Changes  in  This  Proposed  Rule 

On  August  2,  2007,  we  published  in 
the  Federal  Register  the  final  rule  for 
the  revised  ASC  pa5rment  system, 
effective  January  1,  2008  (72  FR  42470). 
In  that  final  rule,  we  adopted  the 
methodologies  to  set  payment  rates  for 
covered  ASC  services  to  implement  the 
revised  payment  system  so  that  it  would 
be  designed  to  result  in  budget 
neutrality  as  required  by  section  626  of 
Public  Law  108-173;  established  that 
the  OPPS  relative  payment  weights 
would  be  the  basis  for  payment  and  that 
we  would  update  the  system  annually 
as  part  of  the  OPPS  rulemaking  cycle; 
and  provided  that  the  revised  ASC 
payment  rates  would  be  phased-in  over 
4  years.  During  the  4-year  transition  to 
full  implementation  of  the  ASC 
payment  rates,  payments  for  surgical 
procedures  paid  in  ASCs  in  CY  2007  are 
made  using  a  blend  of  the  CY  2007  ASC 
payment  rate  and  the  ASC  payment  rate 


calculated  according  to  the  ASC 
standard  ratesetting  methodology  for  the 
applicable  transitional  year.  In  CY  2009, 
we  are  paying  ASCs  using  a  50/50 
blend,  in  which  payment  is  calculated 
by  adding  50  percent  of  the  CY  2007 
ASC  rate  for  a  surgical  procedure  on  the 
CY  2007  ASC  list  of  covered  surgical 
procedures  and  50  percent  of  the  CY 
2009  ASC  rate  calculated  according  to 
the  ASC  standard  ratesetting 
methodology  for  the  same  procedure. 
For  CY  2010,  we  would  transition  the 
blend  to  a  25/75  blend  of  the  CY  2007 
ASC  rate  and  the  ASC  payment  rate 
calculated  according  to  the  ASC 
standard  ratesetting  methodology. 
Beginning  in  CY  2011,  we  would  pay 
ASCs  for  all  covered  surgical 
procedures,  including  those  on  the  CY 
2007  ASC  list  at  the  ASC  payment  rates 
calculated  according  to  the  ASC 
standard  ratesetting  methodology. 
Payment  for  procedures  that  were  not 
included  on  the  ASC  list  of  covered 


surgical  procedures  in  CY  2007  is  not 
subject  to  the  transitional  payment 
meliiodology.  , 

ASC  payment  rates  are  calculated  by 
multiplying  the  ASC  conversion  factor 
by  the  ASC  relative  payment  weight.  As 
discussed  fully  in  section  XV.  of  this 
proposed  rule,  we  set  the  proposed  CY 
2010  ASC  relative  payment  weights  by 
scaling  CY  2010  ASC  relative  payment 
weights  by  the  proposed  ASC  scaler  of 
0.9514.  These  wei^ts  take  into 
consideration  the  25/75  blend  for  the 
third  year  of  transitional  payment  for 
certain  services.  If  there  were  no 
transition,  the  proposed  scaler  for  the 
CY  2010  relative  payment  weights 
would  be  0.9329.  The  estimated  effects 
of  the  updated  relative  payment  weights 
on  payment  rates  during  this 
transitional  period  are  varied  and  are 
reflected  in  the  estimated  payments 
displayed  in  Tables  53  and  54  below. 

The  proposed  CY  2010  ASC 
conversion  factor  was  calculated  by 
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adjusting  the  CY  2009  ASC  conversion 
factor  to  account  for  changes  in  the  pre¬ 
floor  and  pre-reclassified  hospital  wage 
indices  between  CY  2009  and  CY  2010 
and  by  applying  the  CY  2010  CPI-U  of 
a  0.6  percent  increase.  The  proposed  CY 
2010  ASC  conversion  factor  is  $41,625. 

1.  Alternatives  Considered 

Alternatives  to  the  changes  we  are 
proposing  to  make  and  the  reasons  that 
we  have  chosen  the  options  are 
discussed  throughout  this  proposed 
rule.  Some  of  the  major  ASC  issues 
discussed  in  this  proposed  rule  and  the 
options  considered  are  discussed  below. 

a.  Alternatives  Considered  for  Office- 
Based  Procedures 

According  to  our  final  policy  for  the 
revised  ASC  payment  system,  we 
designate  as  office-based  those 
procedures  that  are  added  to  the  ASC 
list  of  covered  surgical  procedures  in  CY 
2008  or  later  years  and  that  we 
determine  are  predominantly  performed 
in  physicians’  offices  based  on 
consideration  of  the  most  recent 
available  volume  and  utilization  data  for 
each  individual  procedure  HCPCS  code 
and/or,  if  appropriate,  the  clinical 
characteristics,  utilization,  and  volume 
of  related  HCPCS  codes.  We  establish 
payment  for  procedures  designated  as 
office-based  at  the  lesser  of  the  MPFS 
nonfacility  PE  RVU  amount  or  the  ASC 
rate  developed  according  to  the 
standard  methodology  of  the  revised 
ASC  payment  system. 

In  developing  this  proposed  rule,  we 
reviewed  the  newly  available  CY  2008 
utilization  data  for  all  surgical 
procedures  added  to  the  ASC  list  of 
covered  surgical  procedures  in  CY  2008 
or  later  and  for  those  procedures  for 
which  the  office-based  designation  is 
temporary  in  the  CY  2009  OPPS/ASC 
final  rule  with  comment  period  (73  FR 
68730  through  68733).  Based  on  that 
review,  and  as  discussed  in  section 
XV.C.l.b.  of  this  proposed  rule,  we  are 
proposing  to  newly  designate  six 
surgical  procedures  as  office-based  and 
to  make  permanent  the  office-based 
designations  of  four  surgical  procedures 
that  have  temporary  office-based 
designations  in  CY  2009.  We  considered 
two  alternatives  in  developing  this 
policy. 

The  first  alternative  we  considered 
was  to  make  no  change  to  the  procedure 
payment  designations.  This  would  mean 
that  we  would  continue  to  pay  for  the 
six  procedures  we  are  proposing  to 
newly  designate  as  office-based  at  an 
ASC  payment  rate  calculated  according 
to  the  standard  ratesetting  methodology 
of  the  revised  ASC  payment  system  and 
for  the  four  procedures  with  temporary 


office-based  designations  according  to 
the  office-based  methodology.  We  did 
not  select  this  alternative  because  our 
analysis  of  the  data  and  our  clinical 
review  indicated  that  all  10  procedures 
we  are  proposing  to  designate 
permanently  office-based  could  be 
considered  to  be  predominantly 
performed  in  physicians’  offices. 
Consistent  with  our  final  policy  adopted 
in  the  August  2,  2007  final  rule  (72 
FR42509),  we  were  concerned  that 
continuing  to  pay  at  the  standard  ASC 
payment  rate  for  the  six  procedures 
newly  designated  as  office-based  could 
create  financial  incentives  for  the 
procedures  to  shift  from  physicians’ 
offices  to  ASCs  for  reasons  unrelated  to 
clinical  decisions  regarding  the  most 
appropriate  setting  for  surgical  care. 
Further,  consistent  with  our  policy,  we 
believe  that  when  adequate  data  become 
available  to  make  permanent 
determinations  about  procedures  with 
temporary  office-based  designations, 
maintaining  the  temporary  designation 
is  no  longer  appropriate. 

The  second  alternative  we  considered 
and  the  one  we  are  proposing  for  CY 
2010  is  to  designate  six  additional 
procedures  as  office-based  for  CY  2010 
and  to  make  perm'anent  the  office-based 
designations  of  four  of  the  procedures 
with  temporary  office-based 
designations  in  CY  2009.  We  chose  this 
alternative  because  our  claims  data  and 
clinical  review  indicate  that  these 
procedures  could  be  considered  to  be 
predominantly  performed  in  physicians’ 
offices.  We  believe  that  designating 
these  procedures  as  office-based,  which 
results  in  the  CY  2010  ASC  payment 
rate  for  these  procedures  potentially 
being  capped  at  the  CY  2010  physician’s 
office  rate  (that  is,  the  MPFS  nonfacility 
PE  RVU  amount),  if  applicable,  is  an 
appropriate  step  to  ensure  that  Medicare 
payment  policy  does  not  create  financial 
incentives  for  such  procedures  to  shift 
unnecessarily  from  physicians’  offices 
to  ASCs,  consistent  with  our  final  policy 
adopted  in  the  August  2,  2007  final  rule. 

b.  Alternatives  Considered  for  Covered 
Surgical  Procedures 

According  to  our  final  policy  for  the 
revised  ASC  payment  system,  we 
designate  as  covered  all  surgical 
procedures  that  we  determine  would 
not  be  expected  to  pose  a  significant  risk 
to  beneficiary  safety  or  would  not  be 
expected  to  require  an  overnight  stay 
when  performed  on  Medicare 
beneficiaries  in  an  ASC. 

In  developing  this  proposed  rule,  we 
reviewed  the  clinical  characteristics  and 
newly  available  CY2008  utilization  data, 
if  applicable,  for  all  procedures  reported 
by  Category  III  CPT  codes  implemented 


July  1,  2009,  and  surgical  procedures 
that  were  excluded  from  ASC  payment 
for  CY  2009.  In  response  to  comments 
on  the  CY  2009  OPPS/ASC  proposed 
rule,  we  stated  in  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68724)  that,  as  we  developed  the  CY 
2010  OPPS/ASC  proposed  rule,  we 
would  perform  a  comprehensive  review 
of  the  APCs  in  order  to  identify 
potentially  inconsistent  ASC  treatment 
of  procedures  assigned  to  a  single  APC 
under  the  OPPS.  Thus,  for  this  proposed 
rule,  we  examined  surgical  procedures 
that  were  excluded  from  the  CY  2009 
ASC  list  of  covered  surgical  procedures 
and  the  APCs  to  which  they  were 
assigned  under  the  OPPS.  Based  on  this 
review,  we  identified  26  surgical 
procedures  that  meet  the  criteria  for 
inclusion  on  the  ASC  list  of  covered 
surgical  procedures,  and  we  are 
proposing  to  add  those  procedures  to 
the  list  for  CY  2010  payment.  We 
considered  two  alternatives  in 
developing  this  policy. 

The  first  alternative  we  considered 
was  to  make  no  change  to  the  ASC  list 
of  covered  surgical  procedures  for  CY 
2010.  We  did  not  choose  this  alternative 
because  our  analysis  of  data  and  clinical 
review  indicated  that  the  26  procedures 
we  are  proposing  to  designate  as 
covered  surgical  procedures  for  CY  2010 
would  not  be  expected  to  pose  a 
significant  risk  to  beneficiary  safety  in 
ASCs  and  would  not  be  expected  to 
require  an  overnight  stay.  Consistent 
with  our  final  policy,  we  were 
concerned  that  by  continuing  to  exclude 
them  from  the  list  of  ASC  covered 
surgical  procedures,  we  may 
unnecessarily  limit  beneficiaries’  access 
to  the  services  in  the  most  clinically 
appropriate  settings. 

The  second  alternative  we  considered 
and  the  one  we  are  proposing  for  CY 
2010  was  to  propose  to  designate  26 
additional  procedures  as  ASC  covered 
surgical  procedures  for  CY  2010.  We 
chose  this  alternative  because  our 
claims  data  and  clinical  review  indicate 
that  these  procedures  would  not  be 
expected  to  pose  a  significant  risk  to 
beneficiary  safety  and  would  not  be 
expected  to  require  an  overnight  stay, 
and  thus  they  meet  the  criteria  for 
inclusion  on  the  list  of  ASC  covered 
surgical  procedures.  We  believe  that 
adding  these  procedures  to  the  list  of 
covered  surgical  procedures  is  an 
appropriate  step  to  ensure  that 
beneficiary  access  to  services  is  not 
limited  unnecessarily. 

2.  Limitations  of  Our  Analysis 

Presented  here  are  the  projected 
effects  of  the  proposed  changes  for  CY 
2010  on  Medicare  payment  to  ASCs.  A 
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key  limitation  of  our  analysis  is  our 
inability  to  predict  changes  in  ASC 
service-mix  between  CY  2008  and  CY 
2010  with  precision.  We  believe  that  the 
net  effect  on  Medicare  expenditures 
resulting  from  the  proposed  CY  2010 
changes  would  be  small  in  the  aggregate 
for  all  ASCs.  However,  such  changes 
may  have  differential  effects  across 
surgical  specialty  groups  as  ASCs 
continue  to  adjust  to  the  payment  rates 
based  on  the  policies  of  the  revised  ASC 
payment  system.  We  are  unable  to 
accurately  project  such  changes  at  a 
disaggregated  level.  Clearly,  individual 
ASCs  would  experience  changes  in 
payment  that  differ  from  the  aggregated 
estimated  impacts  presented  below. 

3.  Estimated  Effects  of  This  Proposed 
Rule  on  Payments  to  ASCs 

Some  ASCs  are  multispecialty 
facilities  that  perform  the  gamut  of 
surgical  procedures,  from  excision  of 
lesions  to  hernia  repair  to  cataract 
extraction:  others  focus  on  a  single 
specialty  and  perform  only  a  limited 
range  of  smgical  procedures,  such  as 
eye,  digestive  system,  or  orthopedic 
procedures.  The  combined  effect  on  an 
individual  ASC  of  the  proposed  update 
to  the  CY  2010  payments  would  depend 
on  a  number  of  factors,  including,  but 
not  limited  to,  the  mix  of  services  the 
ASC  provides,  the  volume  of  specific 
services  provided  by  the  ASC,  the 
percentage  of  its  patients  who  are 
Medicare  beneficiaries,  and  the  extent  to 
which  an  ASC  provides  different 
services  in  the  coming  year.  The 
following  discussion  presents  tables  that 
display  estimates  of  the  impact  of  the 
proposed  CY  2010  update  to  the  revised 
ASC  payment  system  on  Medicare 
payments  to  ASCs,  assuming  the  same 
mix  of  services  as  reflected  in  our  CY 
2008  claims  data.  Table  53  depicts  the 
estimated  aggregate  percent  change  in 
payment  hy  surgical  specialty  or 
ancillary  items  and  services  group  by 
comparing  estimated  CY  2009  payments 
to  estimated  proposed  CY  2010 
payments,  and  Table  54  shows  a 
comparison  of  estimated  CY2009 
payments  to  estimated  proposed  CY 
2010  payments  for  procedures  that  we 
estimate  would  receive  the  most 
Medicare  payment  in  CY  2010. 

Table  53  snows  the  estimated  effects 
on  aggregate  proposed  Medicare 
payments  imder  the  revised  ASC 
payment  system  hy  surgical  specialty  or 
ancillary  items  and  services  group.  We 
have  aggregated  the  surgical  HCPCS 
codes  hy  specialty  group,  grouped  all 
HCPCS  codes  for  covered  ancillary 
items  and  services  into  a  single  group, 
and  then  estimated  the  effect  on 
aggregated  payment  for  surgical 


specialty  and  ancillary  items  and 
services  groups,  considering  separately 
the  proposed  CY  2010  transitional  rates 
and  the  ASC  payment  rates  calculated 
according  to  the  ASC  standard 
ratesetting  methodology  that  would 
apply  in  CY  2010  if  there  were  no 
transition.  The  groups  are  sorted  for 
display  in  descending  order  by 
estimated  Medicare  program  payment  to 
ASCs.  The  following  is  an  explanation 
of  the  information  presented  in  Table 
53. 

•  Column  1 — Surgical  Specialty  or 
Ancillary  Items  and  Services  Group 
indicates  the  surgical  specialty  into 
which  ASC  procedures  are  grouped  or 
the  ancillary  items  and  services  group 
which  includes  all  HCPCS  codes  for 
covered  ancillary  items  and  services.  To 
group  surgical  procedures  by  surgical 
specialty,  we  used  the  CPT  code  range 
definitions  and  Level  II  HCPCS  codes 
and  Category  III  CPT  codes,  as 
appropriate,  to  account  for  all  surgical 
procedures  to  which  the  Medicare 
program  payments  are  attributed. 

•  Column  2 — Estimated  ASC 
Payments  were  calculated  using  CY 

2008  ASC  utilization  (the  most  recent 
full  year  of  ASC  utilization)  and  CY 

2009  ASC  payment  rates.  The  surgical 
specialty  and  ancillary  items  and 
services  groups  are  displayed  in 
descending  order  based  on  estimated  CY 

2009  ASC  payments. 

•  Column  3 — Estimated  CY  201 0 
Percent  Change  with  Transition  (25/75 
Blend)  is  the  aggregate  percentage 
increase  or  decrease,  compared  to  CY 
2009,  in  Medicare  program  payment  to 
ASCs  for  each  surgical  specialty  or 
ancillary  items  and  services  group  that 
is  attributable  to  proposed  updates  to 
the  ASC  payment  rates  for  CY  2010 
under  the  scaled,  25/75  blend  of  the  CY 
2007  ASC  payment  rates  and  the  CY 

2010  ASC  payment  rates  calculated 
according  to  the  ASC  standard 
ratesetting  methodology. 

•  Column  4 — Estimated  CY  2010 
Percent  Change  without  Transition 
(Fully  Implemented)  is  the  aggregate 
percentage  increase  or  decrease  in 
Medicare  program  payment  to  ASCs  for 
each  surgical  specialty  or  ancillary 
items  and  services  group  that  would  be 
attributable  to  proposed  updates  to  ASC 
payment  rates  for  CY  2010  compared  to 
CY  2009  if  there  were  no  transition 
period  to  the  fully  implemented 
payment  rates.  The  percentages 
appearing  in  Column  4  are  presented 
only  as  comparisons  to  the  percentage 
chcmges  under  the  transition  policy  in 
Column  3.  We  are  not  proposing  to 
eliminate  or  modify  the  policy  for  a  4- 
year  transition  that  was  ffnalized  in  the 
'August  2,  2007  final  rule  (72  FR  42519). 


As  seen  in  Table  53,  the  proposed 
update  to  ASC  rates  for  CY  2010  is 
expected  to  result  in  small  aggregate 
decreases  in  payment  amounts  for  eye 
and  ocular  adnexa  and  nervous  system 
procedures  and  somewhat  greater 
decreases  for  digestive  system 
procedures.  As  shown  in  Column  4  in 
the  table,  those  payment  decreases 
would  be  expected  to  be  greater  in  CY 
2010  if  there  were  no  transitional 
payment  for  all  three  of  these  surgical 
specialty  groups. 

Generally,  for  the  surgical  specialty 
groups  that  account  for  less  ASC 
utilization  and  spending,  the  expected 
payment  effects  of  the  proposed  CY 
2010  update  are  positive.  ASC  payments 
for  procedures  in  those  surgical 
specialties  would  increase  in  CY  2010 
with  the  25/75  transitional  payment 
rates  and,  in  the  absence  of  the 
transition,  would  increase  even  more. 
For  instance,  in  the  aggregate,  payment 
for  integumentary  system  procedures  is 
expected  to  increase  by  6  percent  under 
the  CY  2010  proposed  rates  and  by  12 
percent  if  there  were  no  transition. 
Similar  effects  are  observed  for 
genitourinary,  cardiovascular, 
musculoskeletal,  respiratory,  hemic  and 
lymphatic  systems,  and  auditory  system 
procedures  as  well.  An  estimated 
increase  in  aggregate  payment  for  the 
specialty  group  does  not  mean  that  all 
procedures  in  the  group  would 
experience  increased  payment  rates.  For 
example,  the  estimated  increased 
payments  at  the  surgical  specialty  group 
level  may  be  due  to  decreased  payments 
for  some  of  the  most  frequently 
provided  procedures  in  the  group  emd 
the  moderating  effect  of  the  sometimes 
substantial  payment  increases  for  the 
less  frequently  performed  procedures 
within  tile  surgical  specialty  group. 

Also  displayed  in  Table  53  for  the 
first  time  since  implementation  of  the 
revised  payment  system  is  a  separate 
estimate  of  Medicare  ASC  payments  for 
the  group  of  separately  payable  covered 
ancillary  items  and  services.  We 
estimate  that  aggregate  payments  for 
these  items  and  services  would  decrease 
by  2  percent  for  CY  2010.  The  payment 
estimates  for  the  covered  surgical 
procedures  include  the  costs  of 
packaged  ancillary  items  and  services. 

In  prior  years’  proposed  rules,  we  did 
not  have  ASC  payment  data  for  covered 
ancillary  items  and  services  because 
prior  to  CY  2008,  they  were  paid  under 
other  fee  schedules  or  packaged  into 
payment  for  the  covered  surgical 
procedures.  Beginning  with  this 
proposed  rule,  for  which  we  have  CY 
2008  data,  and  for  all  subsequent 
rulemaking,  we  will  have  utilization 
data  for  those  services  as  well  as  for  all 
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of  the  covered  surgical  procedures  provided  in  ASCs  under  the  revised 

payment  system. 


Table  53— Estimated  CY  2010  Impact  of  the  Update  to  the  ASC  Payment  System  on  Estimated  Aggregate 
CY  2010  Medicare  Program  Payments  Under  the  25/75  Transition  Blend  and  Without  a  Transition,  By 
Surgical  Specialty  or  Ancillary  Items  and  Services  Group 


1 

Surgical  specialty  group 

(1)  . 

! 

Estimated 

CY  2009  ASC  : 
payments  i 

.  (in  million's)  1 

1 

(2) 

Estimated 
CY2010  1 

percent  change  i 
with  transition 
(25/75  blend) 

(3) 

Estimated 

CY2010 
percent  change 
without 
transition 
(fully 

implemented) 

(4) 

Total . 

3,051  I 

1  1 

1  • 

Eye  and  ocular  adnexa . 

1,399 

-1 

-2 

Digestive  system . 

727  ! 

-5 

-11 

Nen/ous  system  . . . 

361 

-2 

-5 

Musculoskeletal  system . 

282 

I  15 

29 

Genitourinary  system . 

112 

!  8 

i  16 

Integumentary  system  . 

105 

6 

1  12 

Respiratory  system  . 

26 

22 

i  36 

Cardiovascular  system  . 

18 

1  14 

I  24 

Ancillary  items  and  services  . 

14 

-2 

I  -2 

,  Auditory  system  . . . 

7 

1  7 

i 

Hemic  &  lymphatic  systems  . 

3 

1 _ 

' ,  38 

Table  54  below  shows  the  estimated  proposed  update  if  there  were  no  removal  with  insertion  of  intraocular 

impact  of  the  proposed  updates  to  the  transition  period  to  the  fully  lens  prosthesis  (one  stage  procedure), 

revised  ASC  payment  system  on  implemented  payment  rates.  The  manual  or  mechanical  technique  (e.g., 

aggregate  ASC  payments  for  selected  percentages  appearing  in  Column  5  are  irrigation  and  aspiration  or 

surgical  procedures  during  CY  2010  presented  as  a  comparison  to  the  phacoemulsification)).  We  estimate  that 

with  and  without  the  transitional  percentage  changes  under  the  transition  the  proposed  update  to  the  ASC  rates 

blended  rate.  The  table  displays  30  of  policy  in  Column  4.  We  are  not  would  result  in  a  1  percent  payment 

the  procedures  receiving  the  greatest  proposing  to  eliminate  or  modify  the  decrease  for  this  procedure  in  CY  2010. 

estimated  CY  2009  aggregate  Medicare  policy  for  the  4-year  transition  that  was  The  estimated  payment  effects  on  the 

payments  to  ASCs.  The  HCPCS  codes  finalized  in  the  August  2,  2007  final  rule  three  other  eye  and  ocular  adnexa 

are  sorted  in  descending  order  by  (72  FR  42519).  procedures  included  in  Table  54  would 

estimated  CY  2009  program  payment.  As  displayed  in  Table  54,  23  of  the  30  be  slightly  positive  or  negative,  but  for 

•  Column  1 — HCPCS  code.  procedures  with  the  greatest  estimated  CPT  code  66821  (Discission  of 

•  Column  2 — Short  Descriptor  of  the  aggregate  CY  2009  Medicare  payment  secondary  membranous  cataract 

HCPCS  code.  are  included  in  the  3  surgical  specialty  '  (opacified  posterior  lens  capsule  and/or 

•  Column  3 — Estimated  CY  2009  ASC  groups  that  are  estimated  to  account  for  anterior  hyaloid);  laser  surgery  (e.g.. 

Payments  were  calculated  using  CY  the  most  Medicare  payment  to  ASCs  in  YAG  laser)  (one  or  more  stages)),  the 

2008  ASC  utilization  (the  most  recent  CY  2009,  specifically  eye  and  ocular  expected  CY  2010  payment  decrease 

full  year  of  ASC  utilization)  and  the  CY  adnexa,  digestive  system,  and  nervous  would  be  9  percent,  significantly  greater 

2009  ASC  payment  rates.  The  estimated  system  surgical  groups.  Consistent  with  than  the  decreases  expected  for  any  of 

CY  2009  payments  are  expressed  in  the  estimated  payment  effects  on  the  the  other  eye  and  ocular  adnexa 

millions  of  dollars.  surgical  specialty  groups  displayed  in  procedures  shown. 

•  Column  4 — CY  2010  Percent  Table  53,  the  estimated  effects  of  the  The  proposed  transitional  payment 

Change  with  Transition  (25/75  Blend)  proposed  CY  2010  update  on  ASC  rates  for  all  but  1  of  the  9  digestive 

reflects  the  percent  differences  between  payment  for  individual  procedures  in  system  procedures  included  in  Table  54 

the  estimated  ASC  payment  for  CY  2009  year  3  of  the  transition  shown  in  Table  would  be  expected  to  decrease  by  5  to 

and  the  estimated  payment  for  CY  2010  54  are  varied.  Aggregate  ASC  payments  8  percent  in  CY  2010.  Those  estimated 

based  on  the  proposed  update,  for  many  of  the  most  frequently  decreases  are  consistent  with  decreases 

incorporating  a  25/75  blend  of  the  CY  furnished  ASC  procedures  would  in  the  previous  2  years  under  the 

2007  ASC  payment  rate  and  the  decrease  as  the  proposed  transitional  revised  payment  system  and  would  be 

proposed  CY  2010  ASC  payment  rate  rates  more  closely  align  the  individual  expected  because,  under  the  previous 

calculated  according  to  the  ASC  procedure  relative  ASC  payment  ASC  payment  system,  the  payment  rates 

standard  ratesetting  methodology.  weights  with  the  relativity  of  payments  for  many  high  volume  endoscopy 

•  Column  5 — CY  2010  Percent  under  the  OPPS.  procedures  were  almost  the  same  as  the 

Change  without  Transition  (Fully  The  ASC  procedure  for  which  the  payments  for  the  procedures  under  the 

Implemented)  reflects  the  percent  most  Medicare  payment  is  estimated  to  OPPS. 

differences  between  the  estimated  ASC  be  made  in  CY  2009  is  the  cataract  The  estimated  effects  of  the  proposed 

payment  for  CY  2009  and  the  estimated  removal  procedure  reported  with  CPT  CY  2010  lipdate  on  the  10  nervous 

payment  for  CY  2010  based  on  the  code  66984  (Extracapsular  cataract  system  procedures  for  which  the  most 


I 
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Medicare  ASC  payment  is  estimated  to 
be  made  in  CY  2009  would  be  variable. 
Our  estimates  indicate  that  the  proposed 
CY  2010  update  would  result  in  less 
than  4  percent  payment  decreases  for  4 
of  the  10  procedures  and  in  more 
substantial  decreases  for  3  others.  The 
greatest  decreases  would  be  seen  for  two 
CPT  add-on  codes,  CPT  code  64476 
(Injection,  anesthetic  agent  and/or 
steroid,  paravertebral  facet  joint  or  facet 
joint  nerve;  lumbar  or  sacral,  each 
additioned  level)  and  CPT  code  64484 
(Injection,  anesthetic  agent  and/or 
steroid,  transforaminal  epidmal;  lumbar 
or  sacral,  each  additional  level),  which 
would  be  expected  to  have  25  and  19 
percent  payment  decreases. 


respectively,  in  CY  2010.  In  contrast,  the 
three  nervous  system  procedures  for 
which  we  estimate  positive  effects  on 
CY  2010  payments,  CPT  code  63650 
(Percutaneous  implantation  of 
neurostimulator  electrode  array, 
epidural),  CPT  code  64721  (Neuroplasty 
and/or  transposition;  median  nerve  at 
carpal  tunnel),  and  CPT  code  64622 
(Destruction  hy  neurolytic  agent, 
paravertebral  facet  joint  nerve;  lumbar 
or  sacral,  single  level),  would  be 
expected  to  have  substantial  payment 
increases  of  9, 12,  and  20  percent, 
respectively. 

The  estimated  payment  effects  for 
most  of  the  remaining  procedures  listed 
in  Table  54  would  be  positive.  For 


example,  the  proposed  CY  2010 
transitional  payment  rates  for 
musculoskeletal  CPT  codes  29880 
(Arthroscopy,  knee,  surgical;  with 
meniscectomy  (medial  AND  lateral, 
including  any  meniscal  shaving))  and 
29881  (Arthroscopy,  knee,  surgical;  with 
meniscectomy  (medial  OR  lateral, 
including  any  meniscal  shaving))  would 
be  estimated  to  increase  15  percent  over 
the  CY  2009  transitional  payment 
amount.  Musculoskeletal  procedures 
would  be  expected  to  account  for  a 
greater  percentage  of  CY  2010  Medicare 
ASC  spending  as  payment  for 
procedures  in  that  surgical  specialty 
group  would  be  increased  under  the 
revised  payment  system. 


Table  54— Estimated  Impact  of  Proposed  Update  to  CY  2010  ASC  Payment  System  on  Aggregate  Payments 

FOR  Selected  Procedures 


i 

! 

HCPCS 

code 

(1) 

i 

1 

Short  descriptor 

(2) 

Allowed 
charges 
(in  mil) 

(3) 

Estimated 

CY  2010 
percent  change 
(25/75  blend) 

(4) 

Estimated 

CY  2010 
percent  change 
without 
transition 
(fully 

implemented) 

(5) 

66984  . 

Cataract  surg  w/iol,  1  stage . 

1,059 

-1 

-3 

43239  . 

Upper  gi  endoscopy,  biopsy  . 

163 

-7 

-14 

45380  . 

Colonoscopy  and  biopsy . 

133 

-5 

-11 

45378  .  I 

Diagnostic  colonoscopy  . . 

123 

-6 

-11 

45385  . 

Lesion  removal  colonoscopy  . 

95 

-5 

-11 

66821  . 

After  cataract  laser  surgery  . . . 

71 

-9 

-18 

6231 1  .  i 

Inject  spine  I/s  (cd) . . . 

69 

-3 

-6 

66982  .  1 

Cataract  surgery,  complex . 

62 

-1 

-3 

64483  . 

Inj  foramen  epidural  I/s  . 

57 

-2 

-6 

15823  . 

Revision  of  upper  eyelid  . 

35 

3 

6 

45384  .  { 

Lesion  remove  colonoscopy  . 

33 

-6 

-12 

G0105 . 

Colorectal  scm;  hi  risk  ind  . 1 

33 

-8 

-17 

G0121  . 

Colon  ca  scrn  not  hi  rsk  ind . . . 

•  32 

-8 

-17 

64475  . 

Inj  paravertebral  I/s  . 

29 

-2 

-6 

29881  . 

Knee  arthroscopy/surgery . 

25 

15 

29 

63650  . 

Implant  neuroelectrodes  . 

24 

9 

14 

43235  . 

Uppr  gi  endoscopy,  diagnosis  . 

.  24 

1 

1 

64721  . 

Carpal  tunnel  surgery  . 

22 

12 

23 

52000  . 

Cystoscopy . . . 

22 

-6 

-10 

29880  . 

Knee  arthroscopy/surgery . 

20 

15 

29 

64476  . 

Inj  paravertebral  I/s  add-on . 

19 

-25 

-51 

63685  . 

Insrt/redo  spine  n  generator  . 

18 

-9 

-8 

29826  . 

Shoulder  arthroscopy/surgery . 

'  17 

26 

52 

62310  . 

Inject  spine  c/t . 

15 

-2 

-6 

67904  . 

Repair  eyelid  defect . 

15 

4 

7 

28285  . 

Repair  hammertoe  . 

14 

12 

24 

29827  . 

Arthroscop  rotator  cuff  repr . 

14 

20 

41 

64622  . 

Destr  paravertebri  nerve  I/s  . 

14 

20 

35 

64484  . 

Inj  foramen  epidural  add-on . . . 

13 

-19 

-39 

43248  . 

JJpor  gi  endoscopy/guide  wire  . 

12 

-7 

-14 

The  previous  ASC  payment  system 
served  as  an  incentive  to  ASCs  to  focus 
on  providing  procedures  for  which  they 
determined  Medicare  payments  would 
support  their  continued  operation.  We 
note  that,  historically,  the  ASC  payment 
rates  for  many  of  the  most  frequently 
performed  procedures  in  ASCs  were 


similar  to  the  OPPS  payment  rates  for 
the  same  procedures.  Conversely, 
procedures  with  ASC  payment  rates  that 
were  substantially  lower  than  the  OPPS 
rates  have  historically  been  performed 
least  often  in  ASCs.  We  believed  that 
the  revised  ASC  payment  system  would 
encourage  greater  efficiency  in  ASCs 


and  would  promote  significant  increases 
in  the  breadth  of  surgical  procedures 
performed  in  ASCs  because  it 
distributes  payments  across  the  entire 
spectrum  of  covered  surgical  procedures 
based  on  a  coherent  system  of  relative 
weights  that  are  related  to  the  clinical 
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and  facility  resource  requirements  of 
those  procedures. 

The  CY  2008  claims  data  that  we  used 
to  develop  the  proposed  CY  2010 
updates  to  the  ASC  payment  system 
relative  weights  and  rates  reflect  the 
first  year  of  utilization  under  the  revised 
payment  system.  Although  the  changes 
in  the  claims  data  are  not  large,  the  data 
reflect  increased  Medicare  ASC 
spending  for  procedures  that  were 
newly  added  to  the  ASC  list  in  CY  2008. 
Our  estimates  based  on  CY  2008  data 
indicate  that  for  CY  2010  there  would  be 
especially  noticeable  increases  in 
spending  for  genitourinary  and 
cardiovascular  procedures,  compared  to 
the  previous  ASC  payment  system. 

4.  Estimated  Effects  of  This  Proposed 
Rule  on  Beneficiciries 

We  estimate  that  the  proposed  CY 
2010  update  to  the  ASC  payment  system 
would  be  gerterally  positive  for 
beneficiaries  with  respect  to  the  new 
procedures  that  we  are  proposing  to  add 
to  the  ASC  list  of  covered  surgical 
procedures  and  for  those  that  we  are 
proposing  to  designate  as  office-based 
for  CY  2010.  First,  except  for  screening 
colonoscopy  and  flexible  sigmoidoscopy 
procedures,  the  ASC  coinsurance  rate 
for  all  procedures  is  20  percent.  This 
contrasts  with  procedures  performed  in 
HOPDs,  where  the  beneficiary  is 
responsible  for  copayments  that  range 
from  20  percent  to  40  percent  of  the 
procedure  payment.  Second,  ASC 
payment  rates  under  the  revised 
payment  system  are  lower  than  payment 
rates  for  the  same  procedures  under  the 
OPPS;  therefore,  the  beneficiary 
coinsurance  amount  under  the  ASC 
payment  system  almost  always  would 
be  less  than  the  OPPS  copayment 
amount  for  the  same  services.  (The  only 
exceptions  would  be  if  the  ASC 
coinsurance  amount  exceeds  the 


inpatient  deductible.  The  statute 
requires  that  copayment  amounts  under 
the  OPPS  not  exceed  the  inpatient 
deductible.)  For  new  procedures  that  we 
are  proposing  to  add  to  the  ASC  list  of 
covered  surgical  procedmes  in  CY  2010, 
as  well  as  for  procedures  already 
included  on  the  list,  and  that  are 
furnished  in  an  ASC  rather  than  the 
HOPD  setting,  the  beneficiary 
coinsurance  amount  would  be  less  than 
the  OPPS  copayment  amount. 
Furthermore,  the  proposed  additions  to 
the  ASC  list  of  covered  surgical 
procedures  would  provide  beneficiaries 
access  to  more  surgical  procedures  in 
ASCs.  Beneficiary  coinsurance  for 
services  migrating  from  physicians’ 
offices  to  ASCs  may  decrease  or  increase 
under  the  revised  ASC  payment  system, 
depending  on  the  particular  service  and 
the  relative  payment  amounts  for  that 
service  in  the  physician’s  office 
compeu’ed  to  the  ASC.  However,  for 
those  additional  procedures  that  we  are 
proposing  to  designate  as  office-based  in 
CY  2010,  the  beneficiary  coinsurance 
amount  would  be  no  greater  than  the 
beneficiary  coinsurance  in  the 
physician’s  office. 

In  addition,  as  finalized  in  the  August 
2,  2007  final  rule  (72  FR  42520),  in  CY 
2010,  the  third  year  of  the  4-year 
transition  to  the  ASC  payment  rates 
calculated  according  to  the  ASC 
'standard  ratesetting  methodology  of  the 
revised  ASC  payment  system,  ASC 
payment  rates  for  a  number  of 
commonly  furnished  ASC  procedures 
would  continue  to  be  reduced,  resulting 
in  lower  beneficiary  coinsurance 
amounts  for  these  ASC  services  in  CY 
2010. 

5.  Conclusion 

The  proposed  updates  to  the  ASC 
payment  system  for  CY  2010  would 
affect  each  of  the  approximately  5,000 


ASCs  currently  approved  for 
participation  in  the  Medicare  program. 
The  effect  on  an  individual  ASC  would 
depend  on  its  mix  of  patients,  the 
proportion  of  the  ASC’s  patients  that  are 
Medicare  beneficiaries,  the  degree  to 
which  the  payments  for  the  procedures 
offered  by  the  ASC  are  changed  under 
the  revised  payment  system,  and  the 
extent  to  which  the  ASC  provides  a 
different  set  of  procedures  in  the  coming 
year. 

The  CY  2010  proposed  update  to  the 
revised  ASC  payment  system  includes  a 
payment  update  of  0.6  percent  that  we 
estimate  will  result  in  a  greater  amount 
of  Medicare  expenditures  in  CY  2010 
than  was  estimated  to  be  made  in  CY 
2009.  We  estimate  that  the  proposed 
update  to  the  revised  ASC  payment 
system,  including  the  proposed  addition 
of  surgical  procedures  to  the  list  of 
covered  surgical  procedures,  would 
have  a  modest  effect  on  Medicare 
expenditures  compared  to  the  estimated 
level  of  Medicare  expenditures  in  CY 
2009. 

6.  Accounting  Statement 

As  required  by  OMB  Circular  A-4 
(available  at  http'://www.whitehousegov/ 
omb/circulars/a004/a-4.pdf),  in  Table 
55  below,  we  have  prepared  an 
accounting  statement  showing  the 
classification  of  the  expenditures 
associated  with  the  statutorily 
authorized  0.6  percent  update  to  the  CY 
2010  revised  ASC  payment  system, 
based  on  the  provisions  of  this  proposed 
rule  and  the  baseline  spending  estimates 
for  ASCs  in  the  2009  Medicare  Trustees 
Report.  This  table  provides  our  best 
estimate  of  Medicare  payments  to 
suppliers  as  a  result  of  the  proposed 
update  to  the  CY  2010  ASC  payment 
system,  as  presented  in  this  proposed 
rule.  All  expenditures  are  classified  as 
transfers. 


Table  55— Accounting  Statement:  Classification  of  Estimated  Expenditures  From  GY  2009  to  CY  2010  as  a 
Result  of  the  Proposed  CY  2010  Update  to  the  Revised  ASC  Payment  System 


Category 

Transfers 

Annualized  Monetized  Transfers  . 

From  Whom  to  Whom  . . . 

Annualized  Monetized  Transfer . . 

From  Whom  to  Whom  . 

Total  . : . 

$16  Million. 

Federal  Government  to  Medicare  Providers  and  Suppliers. 

$16  Million. 

Premium  Payments  from  Beneficiaries  to  Federal  Government. 
$16  Million. 

D.  Effects  of  Proposed  Requirements  for 
Hospital  Reporting  of  Quality  Data  for 
Annual  Hospital  Payment  Update 

In  section  XVI.  of  the  CY  2009  OPPS/ 
ASC  final  rule  with  comment  period  (73 
FR  68758)  we  discussed  our 
requirements  for  subsection  (d) 


hospitals  to  report  quality  data  under 
the  HOP  QDRP  in  order  to  receive  the 
full  payment  update  for  CY  2010.  In 
section  XVI.  of  this  proposed  rule,  we 
proposed  additional  policies  affecting 
the  CY  2010,  CY  2011,  and  CY  2012 
HOP  QDRP.  We  estiirate  that  about  83 


hospitals  may  not  receive  the  full 
payment  update  in  CY  2010.  Most  of 
these  hospitals  are  either  small  rural  or 
small  urban  hospitals.  However,  at  this 
time,  information  is  not  available  to 
determine'the  precise  number  of 
hospitals  that  do  not  meet  the 
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requirements  for  the  full  hospital  market 
basket  increase  for  CY  2010.  We  also 
estimate  that  83  hospitals  may  not 
receive  the  full  payment  update  in  CY 
2011  and  in  CY  2012. 

In  .section  XVI.E.3.a.  of  this  proposed 
rule,  for  the  CY  2011  payment  update, 
as  part  of  the  proposed  validation 
process,  we  are  proposing  to  require 
hospitals  to  submit  paper  copies  of 
requested  medical  records  to  a 
designated  contractor  within  the 
required  timeframe.  Failure  to  submit 
requested  documentation  can  result  in  a 
2  percentage  point  reduction  in  a 
hospital’s  update,  but  the  failure  to  pass 
the  validation  itself  would  not.  We 
estimate  that  no  more  than  20  hospitals 
would  fail  the  proposed  validation 
documentation  submission  requirement 
for  the  CY  2011  payment  update. 

For  the  CY  2011  payment  update,  our 
proposed  validation  sample  size  is 
estimated  to  be  about  7,300  medical 
records.  We  estimate  that  this  proposed 
requirement  would  cost  hospitals 
approximately  12  cents  per  page  for 
copying  and  approximately  $4.00  per 
chart  for  postage.  We  have  found,  based 
on  experience,  that  an  average  sized 
outpatient  medical  chart  is 
approximately  30  pages.  We  estimate 
that  the  total  cost  to  the  impacted 
hospitals  would  be  approximately 
$55,480,  with  a  maximum  expected  cost 
of  $152  for  an  individual  hospital  based 
upon  an  expected  maximum  of  20 
selected  records;  the  expected  minimum 
would  be  $0.00  if  no  records  were 
selected  from  a  hospital.  We  believe  that 
this  cost  is  minimal,  compared  with  the 
2.0  percentage  point  HOP  QDRP 
component  of  the  annual  payment 
update  at  risk.  CMS  does  not  plan  to 
reimburse  hospitals  for  copying  and 
mailing  costs.  This  proposed  validation 
requirement  is  necessary  so  that  CMS 
has  all  the  information  it  needs  to 
validate  the  accuracy  of  hospital 
submitted  data  abstracted  from  paper 
medical  records. 

In  section  XVI.E.3.b.  of  this  proposed 
rule,  we  are  proposing  to  expand  the 
proposed  CY  2011  validation 
requirement  for  the  CY  2012  payment 
update.  We  believe  that  our  proposal  to 
validate  data  submitted  by  800  hospitals 
for  purposes  of  the  CY  2012  HOP  QDRP 
payment  determination  would  not 
change  the  number  of  hospitals  that  fail 
the  validation  requirement  from  CY 
2011.  We  have  proposed  to  calculate  the 
validation  matches  for  CY  2011  (we 
note,  however,  that  the  validation 
results  will  not  affect  the  CY  2011 
payment  update)  and  CY  2012  by 
assessing  whether  the  overall  measure 
data  submitted  by  the  hospital  matches 
the  independently  reabstracted  measure 


data.  We  believe  that  this  methodology 
will  make  it  less  difficult  for  hospitals 
to  satisfy  the  validation  requirement 
than  if  we  proposed  to  calculate  the 
percent  agreement  between  what  the 
hospital  submitted  and  what  the  CMS 
designated  contractor  independently 
abstracted  for  each  submitted, 
individual  data  element.  In  addition,  we 
have  proposed  to  validate  data  for  a 
much  smaller  number  of  hospitals  each 
year,  800  hospitals  out  of  the 
approximately  3,400  HOP  QDRP 
participating  hospitals.  As  a  result,  we 
believe  that  the  effect  of  our  proposed 
validation  process  for  CY  2012  will  be 
minimal  in  terms  of  the  number  of 
hospitals  that  do  not  meet  all  program 
requirements.  Of  the  83  hospitals  that 
we  estimate  will  not  receive  the  full 
payment  update  for  CY  2012,  we 
estimate  that  approximately  20  hospitals 
will  fail  to  meet  our  proposed  CY  2012 
validation  requirements. 

E.  Executive  Order  12866 

In  accordance  with  the  provisions  of 
Executive  Order  12866,  this  proposed 
rule  was  reviewed  by  the  0MB. 

List  of  Subjects 

42  CFR  Part  410 

Health  facilities.  Health  professions. 
Laboratories,  Medicare,  Rural  areas. 
X-rays. 

42  CFR  Part  416 

Health  facilities,  Health  professions. 
Medicare,  Reporting  and  recordkeeping 
requirements. 

42  CFR  Part  419 

Hospitals,  Medicare,  Reporting  and 
recordkeeping  requirements. 

For  reasons  stated  in  the  preamble  of 
this  document,  the  Centers  for  Medicare 
'&  Medicaid  Services  is  proposing  to 
amend  42  CFR  Chapter  IV  as  set  forth 
below: 

PART  410— SUPPLEMENTARY 
MEDICAL  INSURANCE  (SMI) 

BENEFITS 

1.  The  authority  citation  for  Part  410 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

2.  Section  410.27  is  amended  by — 

a.  Revising  the  section  heading. 

b.  Revising  the  introductory  text  of 
paragraph  (a)  and  paragraph  (a)(1). 

c.  Revising  paragraph  (e). 

d.  Revising  paragraph  (f). 

e.  Adding  new  paragraph  (g). 

The  revisions  and  additions  read  as 
follows: 


§  41 0.27  Outpatient  hospital  or  CAM 
services  and  supplies  incident  to  a 
physician  or  nonphysician  practitioner 
service:  Conditions. 

(a)  Medicare  Part  B  pays  for  hospital 
or  CAH  services  and  supplies  furnished 
incident  to  a  physician  or  nonphysician 
practitioner  service  to  outpatients, 
including  drugs  and  biologicals  that 
cannot  be  self-administered,  if — 

(1)  They  are  furnished — 

(i)  By  or  under  arrangements  made  by 
the  participating  hospital  or  CAH, 
except  in  the  case  of  a  SNF  resident  as 
provided  in  §  411.15(p)  of  this  chapter; 

(ii)  As  an  integral  though  incidental 
part  of  a  physician’s  or  nonphysician 
practitioner’s  services; 

(iii)  In  the  hospital  or  CAH  or  in  a 
department  of  the  hospital  or  CAH,  as 
defined  in  §  413.65  of  this  subchapter; 
and 

(iv)  Under  the  direct  supervision  of  a 
physician  or  a  nonphysician 
practitioner  as  specified  in  paragraph  (f) 
of  this  section.  Nonphysician 
practitioners  may  directly  supervise 
services  that  they  may  personally 
furnish  in  accordance  with  State  law 
and  all  additional  requirements, 
including  those  specified  in  §§410.71, 
410.74,  410.75,  410.76,  and  410.77, 
respectively. 

(A)  For  services  furnished  in  the 
hospital  or  CAH  or  in  an  on-campus 
outpatient  department  of  the  hospital  or 
CAH,  as  defined  in  §413.65  of  this 
subchapter,  “direct  supervision”  means 
that  the  physician  or  nonphysician 
practitioner  must  be  present  on  the 
same  campus,  in  the  hospital  or  CAH  or 
on-campus  provider-based  departments 
of  the  hospital  or  CAH,  and  immediately 
available  to  furnish  assistance  and 
direction  throughout  the  performance  of 
the  procedure.  It  does  not  mean  that  the 
physician  or  nonphysician  practitioner 
must  be  present  in  the  room  when  the 
procedure  is  performed.  For  pulmonary 
rehabilitation,  cardiac  rehabilitation, 
and  intensive  cardiac  rehabilitation 
services,  direct  supervision  must  be 
furnished  by  a  doctor  of  medicine  or 
osteopathy,  as  specified  in  §§410.47 
and  410.49,  respectively. 

(B)  For  services  furnished  in  an  off- 
campus  outpatient  department  of  the 
hospital  or  CAH,  as  defined  in  §  413.65 
of  this  subchapter,  “direct  supervision” 
means  the  physician  or  nonphysician 
practitioner  must  be  present  in  the  off- 
campus  provider-based  department  of 
the  hospital  or  CAH  and  immediately 
available  to  furnish  assistance  and 
direction  throughout  the  performance  of 
the  procedure.  It  does  not  mean  that  the 
physician  or  nonphysician  practitioner 
must  be  present  in  the  room  when  the 
procedure  is  performed.  For  pulmonary 
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rehabilitation,  cardiac  rehabilitation, 
and  intensive  cardiac  rehabilitation 
services,  direct  supervision  must  be 
furnished  by  a  doctor  of  medicine  or 
osteopathy,  as  specified  in  §§410.47 
and  410.49,  respectively. 

•k  it  "k  if  ic 

(e)  Services  furnished  by  an  entity 
other  than  the  hospital  or  CAH  are 
subject  to  the  limitations  specified  in 
§410.42(a). 

(f)  For  purposes  of  this  section, 
“nonphysician  practitioner”  means  a 
clinical  psychologist,  physician 
assistant,  nurse  practitioner,  clinical 
nurse  specialist,  or  certified  nurse- 
midwife. 

(g)  For  purposes  of  this  section,  “in 
the  hospital  or  CAH”  means  areas  in  the 
main  building(s)  of  the  hospital  or  CAH 
that  are  under  the  ownership^  financial, 
and  administrative  control  of  the 
hospital  or  CAH;  that  are  operated  as 
part  of  the  hospital  or  CAH;  and  for 
which  the  hospital  or  CAH  bills  the 
services  furnished  under  the  hospital’s 
or  CAH’s  CMS  Certification  Number. 

3.  Section  410.28  is  amended  by 
revising  paragraph  (e)  to  read  as  follows: 

§410.28  Hospital  or  CAH  diagnostic 
services  furnished  to  outpatients: 
Conditions. 

***** 

(e)  Medicare  Part  B  makes  payment 
under  section  1833(t)  of  the  Act  for 
diagnostic  services  furnished  by  or 
under  arrangements  made  by  the 
participating  hospital,  only  when  the 
diagnostic  services  are  furnished  under 
the  appropriate  level  of  physician 
supervision  specified  by  CMS  in 
accordance  with  the  definitions  in 
§410.32(b){3)[i),  (b)(3){ii),  and  (b){3){iii). 
Under  general  supervision,  the  training 
of  the  nonphysician  personnel  who 
actually  perform  the  diagnostic 
procedure  and  the  maintenance  of  the 
necessary  equipment  and  supplies  are 
the  continuing  responsibility  of  the 
facility.  In  addition — 

(1)  For  services  furnished  directly  or 
under  arrangement  in  the  hospital  or  in 
.  an  on-campus  outpatient  department  of 
the  hospital,  as  defined  in  §413.65  of 
this  subchapter,  “direct  supervision” 
means  that  the  physician  must  be 
present  on  the  same  campus,  in  the 
hospital  or  on-campus  provider-based 
departments  of  tlie  hospital,  and 
immediately  available  to  furnish 
assistance  and  direction  throughout  the 
performance  of  the  procedure.  It  does 
not  mean  that  the  physiciem  must  be 
present  in  the  room  when  the  procedure 
is  performed.  For  this  purpose,  the 
definition  of  “in  the  hospital”  is  as 
specified  in  §  410.27(g). 


(2)  For  services  furnished  directly  or 
under  arrangement  in  an  off-campiis 
outpatient  department  of  the  hospital,  as 
defined  in  §413.65  of  this  subchapter, 
“direct  supervision”  means  the 
physician  must  be  present  in  the  off- 
campus  provider-based  department  of 
the  hospital  and  immediately  available 
to  furnish  assistance  and  direction 
throughout  the  performance  of  the 
procedure.  It  does  not  mean  that  the 
physician  must  be  present  in  the  room 
when  the  procedure  is  performed. 

(3)  For  services  furnished  under 
arrangement  in  nonhospital  locations, 
“direct  supervision”  means  the 
definition  specified  in  §410.32(b)(3){ii). 
***** 

PART  416— AMBULATORY  SURGICAL 
SERVICES 

4.  The  authority  citation  for  Part  416 
continues  to  read  as  follows: 

Authority:  Secs.  1102  and  1871  of  the 
Social  Security  Act  (42  U.S.C.  1302  and 
1395hh). 

5.  Section  416.30  is  amended  by 
revising  paragraph  (f)(2)  to  read  as 
follows: 

§  41 6.30  Terms  of  the  agreement  with 
CMS. 

***** 

(f)*  *  * 

(2)  The  ASC  participates  and  is  paid 
only  as  an  ASC. 

***** 

PART  419— PROSPECTIVE  PAYMENT 
SYSTEM  FOR  HOSPITAL  OUTPATIENT 
DEPARTMENT  SERVICES 

6.  The  authority  citation  for  Part  419 
continues  to  read  as  follows: 

Authority:  Secs.  1102, 1833(t),  and  1871  of 
the  Social  Security  Act  (42  U.S.C.  1302, 
1395(t).  and  1395(hh). 

7.  Section  419.64  is  amended  by — 

a.  Adding  new  paragraphs  (a)(4)(iii) 
and  (a)(4)(iv). 

b.  Revising  paragraph  (c)(2). 

c.  Adding  new  paragraph  (c)(3). 

The  revisions  and  additions  read  as 

follows: 

§  41 9.64  T ransitional  pass-through 
payments:  Drugs  and  biologicals. 

(a)  *  *  * 

*  *  * 

(iii)  A  biological  that  is  not  surgically 
implanted  or  inserted  into  the  body. 

(iv)  A  biological  that  is  surgically 
implanted  or  inserted  into  the  body,  for 
which  pass-through  payment  as  a 
biological  is  made  on  or  before 
December  31,  2009. 
***** 


(c)  *  *  * 

(2)  For  a  drug  or  biological  described 
in  paragraph  (a)(4)  of  this  section  and 
approved  for  and  receiving  pass-through 
payment  beginning  on  or  before 
December  31,  2009 — the  date  that  CMS 
makes  its  first  pass-through  payment  for 
the  drug  or  biological. 

(3)  For  a  drug  or  nonimplantable 
biological  described  in  paragraph  (a)(4) 
of  this  section  and  approved  for  pass¬ 
through  payment  beginning  on  or  after 
January  1,  2010 — the  date  of  the  first 
sale  of  the  drug  or  nonimplantable 
biological  in  the  United  States  after  FDA 
approval.  Pass-through  payment  for  the 
drug  or  nonimplantable  biological 
begins  on  the  first  day  of  the  hospital 
outpatient  prospective  payment  system 
update  following  the  update  period 
during  which  the  drug  or 
nonimplantable  biological  was 
approved  for  pass-through  status. 
***** 

8.  Section  419.66  is  amended  by 
revising  paragraph  (b)(4)(iii)  to  read  as 
follows: 

§419.66  Transitional  pass-through 
payments:  Medical  devices. 
***** 

(b)  *  *  * 

*  *  * 

(iii)  A  material  that  may  be  used  to 
replace  human  skin  (for  example,  a 
biological  skin  replacement  material  or 
synthetic  skin  replacement  material). 
***** 

9.  Section  419.70  is  amended  by 
revising  the  heading  of  paragraph  (d)(5) 
to  read  as  follows: 

§  41 9.70  T ransitional  adjustments  to  limit 
decline  in  payments. 
***** 

(d)  *  *  * 

(5)  Temporary  treatment  for  small 
sole  community  hospitals  on  or  after 
January  1,  2009  and  through  December 
31,2009.*  *  * 

it  it  it  it  it 

(Catalog  of  Federal  Domestic  Assistance 
Program  No.  93.773,  Medicare — Hospital 
Insurance;  and  Program  No.  93.774, 
Medicare — Supplementary  Medical 
Insurance  Program) 

Dated:  June  22,  2009. 

Charlene  Frizzera, 

Acting  Administrator,  Centers  for  Medicare 
&■  Medicaid  Services. 

Dated:  June  29,  2009. 

Kathleen  Sehelius, 

Secretary. 
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FEDERAL  DEPOSIT  INSURANCE 
CORPORATION 

12  CFR  Parts  308  and  363 
RIN  3064-AD21 

Annual  Independent  Audits  and 
Reporting  Requirements 

AGENCY:  Federal  Deposit  Insurance 
Corporation  (FDIC). 

ACTION:  Final  rule;  correction. 

SUMMARY:  The  FDIC  is  amending  part 
363  of  its  regulations  concerning  annual 
independent  audits  and  reporting 
requirements  for  certain  insured 
depository  institutions,  which 
implements  section  36  of  the  Federal 
Deposit  Insurance  Act  (FDI  Act),  largely 
as  proposed,  hut  with  certain 
modifications  made  in  response  to  the 
comments  received.  The  amendments 
are  designed  to  further  the  objectives  of 
section  36  by  incorporating  certain 
sound  audit,  reporting,  and  audit 
committee  practices  from  the  Sarbanes- 
Oxley  Act  of  2002  (SOX)  into  part  363 
and  they  also  reflect  the  FDIC’s 
experience  in  administering  part  363. 
The  cunendments  will  provide  clearer 
and  more  complete  guidance  to 
institutions  and  independent  public 
accountants  concerning  compliance 
with  the  requirements  of  section  36  and 
part  363.  As  required  by  section  36,  the 
iniC  has  consulted  with  the  other 
Federal  banking  agencies.  The  FDIC  is 
also  making  a  technical  amendment  to 
its  rules  and  procedures  (part  308, 
subpart  U)  for  the  removal,  suspension, 
or  debarment  of  accountants  and 
accounting  firms. 

The  FDIC  previously  published  this 
final  rule  in  the  Federal  Register  on  July 
7,  2009,  however  the  document  is  being 
republished  in  its  entirety  in  order  to 
correct  an  error  in  the  DATES  section 
which  caused  the  applicability  date  to 
be  incorrect  and  to  correct  lemguage 
relating  to  holding  company  depository 
institution  subsidieiries. 

DATES:  Effective  Dates:  The  final  rule  is 
effective  August  6,  2009.  Part  363 
Annual  Reports  with  a  filing  deadline 
on  or  after  the  effective  date  of  these 
amendments  should  be  prepared  in 
accordance  with  the  final  rule. 

The  compliance  date  for  the  provision 
of  the  final  rule  that  directs  covered 
institutions’  boards  of  directors  to 
develop  and  adopt  an  approved  set  of 
written  criteria  for  determining  whether 
a  director  who  is  to  serve  on  the  audit 
committee  is  an  outside  director  and  is 
independent  of  management  (guideline 
27)  is  delayed  until  December  31,  2009. 
The  provision  of  the  fined  rule  that 
requires  the  total  assets  of  a  holding 


company’s  insured  depository 
institution  subsidiaries  to  comprise  75 
percent  or  more  of  the  holding 
company’s  consolidated  total  assets  in 
order  for  an  institution  to  be  eligible  to 
comply  with  part  363  at  the  holding 
company  level  (§  363.1(h)(l)(ii))  is 
effective  for  fiscal  years  ending  on  or 
after  June  15,  2010. 

FOR  FURTHER  INFORMATION  CONTACT: 
Harrison  E.  Greene,  Jr.,  Senior  Policy 
Analyst  (Bank  Accounting),  Division  of 
Supervision  and  Consumer  Protection, 
at  hgreene@fdic.gov  or  (202)  898-8905; 
or  Michelle  Borzillo,  Senior  Counsel, 
Corporate  and  Legal  Operations  Section, 
Legal  Division,  at  mborzilIo@fdic.gov  or 
(202)  898-7400. 

SUPPLEMENTARY  INFORMATION: 

I.  Executive  Summary 

Section  36  of  the  Federal  Deposit 
Insurance  Act  (FDI  Act)  and  the  FDIC’s 
implementing  regulations  (part  363)  are 
generally  intended  to  facilitate  early 
identification  of  problems  in  financial 
management  at  insured  depository 
institutions  with  total  assets  above 
certain  thresholds  through  annual 
independent  audits,  assessments  of  the 
effectiveness  of  internal  control  over 
financial  reporting  and  compliance  with 
laws  and  regulations  pertaining  to 
insider  loans  and  dividend  restrictions, 
the  establishment  of  independent  audit 
committees,  and  related  reporting 
requirements.  The  asset-size  threshold 
for  an  institution  for  internal  control 
assessments  is  $1  billion  and  the 
threshold  for  the  other  requirements 
generally  is  $500  million.  Given  changes 
in  the  industry;  certain  sound  audit, 
reporting,  and  audit  committee  practices 
incorporated  in  the  Sarbanes-Oxley  Act 
of  2002  (SOX);  and  the  FDIC’s 
experience  in  administering  part  363, 
the  FDIC  is  amending  part  363  of  its 
regulations.  These  amendments  are 
designed  to  further  the  objectives  of 
section  36  by  incorporating  these  sound 
practices  into  part  363  and  to  provide 
clearer  and  more  complete  guidance  to 
institutions  and  independent  public 
accountants  concerning  compliance 
with  the  requirements  of  section  36  and 
part  363. 

After  making  certain  modifications  to 
the  proposed  amendments  to  part  363  ^ 
in  response  to  the  comments  received, 
the  most  significant  revisions  to  existing 
part  363  that  are  included  in  the  final 
rule  will:  (1)  Extend  the  time  period  for 
a  non-public  institution  to  file  its  Part 
363  Annual  Report  by  30  days  and 
replace  the  30-day  extension  of  the 
filing  deadline  that  may  be  granted  if  an 


’  72  FR  62310,  November  2,  2007. 


institution  (public  or  non-public)  is 
confronted  with  extraordinary 
circumstances  beyond  its  reasonable 
control  with  a  late  filing  notification 
requirement  that  would  have  general 
applicability;  (2)  provide  relief  from  the 
annual  reporting  requirements  for 
institutions  that  are  merged  out  of 
existence  before  the  filing  deadline;  (3) 
provide  relief  from  reporting  on  internal 
control  over  financial  reporting  for 
businesses  acquired  during  the  fiscal 
year;  (4)  require  management’s 
assessment  of  compliance  with  the  laws 
and  regulations  pertaining  to  insider 
loans  and  dividend  restrictions  to  state 
management’s  conclusion  regarding 
compliance  and  disclose  any 
noncompliance  with  such  laws  and 
regulations;  (5)  require  an  institution’s 
management  and  the  independent 
public  accountant  to  identify  the 
internal  control  framework  used  to 
evaluate  internal  control  over  financial 
reporting  and  disclose  all  identified 
material  weaknesses  that  have  not  been 
remediated  prior  to  the  institution’s 
most  recent  fiscal  year-end;  (6)  clarify 
the  independence  standards  with  which 
independent  public  accountants  must 
comply  and  enhance  the  enforceability 
of  compliance  with  these  standards;  (7) 
specify  that  the  duties  of  the  audit 
committee  include  the  appointment, 
compensation,  and  oversight  of  the 
independent  public  accountant, 
including  ensuring  that  audit 
engagement  letters  do  not  contain 
unsafe  and  unsound  limitation  of 
liability  provisions;  (8)  require  certain 
communications  by  independent  public 
accountants  to  audit  committees;  (9) 
establish  retention  requirements  for 
audit  working  papers;  (10)  require 
boards  of  directors  to  adopt  written 
criteria  for  evaluating  an  audit 
committee  member’s  independence  and 
provide  expanded  guidance  for  boards 
of  directors  to  use  in  determining 
independence;  (11)  provide  that 
ownership  of  10  percent  or  more  of  any 
class  of  voting  securities  of  an 
institution  is  not  an  automatic  bar  for 
considering  an  outside  director  to  be 
independent  of  management;  (12) 
require  the  total  assets  of  a  holding 
company’s  insured  depository 
institution  subsidiaries  to  comprise  75 
percent  or  more  of  the  holding 
company’s  consolidated  total  assets  in 
order  for  an  institution  to  be  eligible  to 
comply  with  part  363  at  the  holding 
company  level;  and  (13)  provide 
illustrative  management  reports  to  assist 
institutions  in  complying  with  the 
annual  reporting  requirements. 

The  FDIC  is  also  amending  its  rules 
and  procedures  (part  308,  subpart  U)  for 
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the  removal,  suspension,  or  debarment 
of  accountants  and  accounting  firms 
from  performing  audit  services  required 
by  section  36  of  the  FDI  Act  to  specify 
where  an  accountant  or  accounting  firm 
should  file  required  notices  of  orders 
and  actions  with  the  FDIC. 

II.  Background 

Section  112  of  the  Federal  Deposit 
Insurance  Corporation  Improvement  Act 
of  1991  (FDICIA)  added  section  36, 
“Early  Identification  of  Needed 
Improvements  in  Financial 
Management,”  to  the  FDI  Act  (12  U.S.C. 
1831m).  Section  36  is  generally 
intended  to  facilitate  early  identification 
of  problems  in  financial  management  at 
insured  depository  institutions  above  a 
certain  asset  size  threshold  through 
annual  independent  audits,  assessments 
of  the  effectiveness  of  internal  control 
over  financial  reporting  and  compliance 
with  designated  laws  and  regulations, 
and  related  reporting  requirements. 
Section  36  also  includes  requirements 
for  audit  committees  at  these  insured 
depository  institutions.  Section  36 
grants  the  FDIC  discretion  to  set  the 
asset  size  threshold  for  compliance  with 
these  statutory  requirements,  but  it 
states  that  the  threshold  cannot  be  less 
than  $150  million.  Sections  36(d)  and  (f) 
also  obligate  the  FDIC  to  consult  with 
the  other  Federal  banking  agencies  in 
implementing  these  sections  of  the  FDI 


Act,  and  the  FDIC  has  performed  the 
required  consultation. 

Part  363  of  the  FDIC’s  regulations  (12 
CFR  part  363),  which  implements 
section  36  of  the  FDI  Act,  was  initially 
adopted  by  the  FDIC’s  Board  of 
Directors  in  1993.  At  present,  part  363 
requires  each  insured  depository 
institution  with  $500  million  or  more  in 
total  assets  (covered  institution)  to 
submit  to  the  FDIC  and  other 
appropriate  Federal  and  State 
supervisory  agencies  an  annual  report 
(Part  363  Annual  Report)  comprised  of 
audited  financial  statements,  and  a 
management  report  containing  a 
statement  of  management’s 
responsibilities  and  an  assessment  by 
management  of  compliance  with  laws 
and  regulations  pertaining  to  insider 
loans  and  dividend  restrictions.  The 
management  report  component  of  the 
aimual  report  for  an  institution  with  $1 
billion  or  more  in  total  assets  must  also 
include  em  assessment  by  management 
of  the  effectiveness  of  internal  control 
over  financial  reporting  and  an 
independent  public  accountant’s 
attestation  report  on  internal  control 
over  financial  reporting.  In  addition, 
part  363  provides  that  each  covered 
institution’s  board  of  directors  must 
establish  an  independent  audit 
committee  comprised  of  outside 
directors.  For  an  institution  with 
between  $500  million  and  $1  billion  in 


total  assets,  part  363  requires  a  majority 
of  the  members  of  the  audit  committee 
to  be  independent  of  management  of  the 
institution.  For  a  larger  institution,  all  of 
the  members  of  the  audit  committee 
must  be  independent  of  management. 
Part  363  also  includes  Guidelines  and 
Interpretations  (Appendix  A  to  part 
363),  which  are  intended  to  assist 
institutions  and  independent  public 
accountants  in  understanding  and 
complying  with  section  36  and  part  363. 

III.  Discussion  of  Proposed 
Amendments  and  Comments  Received 

On  October  16,  2007,  the  FDIC’s 
Board  approved  the  publication  of 
proposed  amendments  to  part  363  and 
part  308,  subpart  U,  of  the  FDIC’s 
regulations,  which  were  published  in 
the  Federal  Register  on  November  2, 
2007,  for  a  90-day  comment  period  (72 
FR  62310).  The  comment  period  closed 
on  January  31,  2008. 

Given  the  number  and  extent  of 
changes  to  part  363  and  its  Guidelines 
and  Interpretations  and  to  enable 
readers  to  more  easily  understand  the 
context  of  the  changes,  this  notice 
includes  the  entire  text  of  part  363  as 
amended,  not  just  the  amended  text. 
Also,  the  following  “Table  of  Changes  to 
Part  363  and  Appendices”  is  intended 
to  assist  readers  in  determining  which 
sections  of  part  363  are  affected  by  the 
final  rule. 


Table  of  Changes  to  Part  363  and  Appendices 


Unchanged 

Revised 

New  1 

Reserved 

Part  363 — Annual  Independent  Audits  and  Reporting  Requirements: 

X 

1 

X 

Scope  and  Definitions: 

8363  1  fat  . . 

X 

6.363  Ifhtf It  . 

X 

6  363  1  fhtf?t  . 

X 

6.363  1fhtf.3t  . 

X 

§  363  1(c)  . 

X 

§363  1(ri)  . 

X 

Annual  Reporting  Requirements: 

6  363  ?fat  . 

X 

§363?(h)  •  . 

X 

6.363  Pfhtf It  . 

X 

6  36.3  PfhtfPt  . 

X 

6 .363  ?fhtf.3t  . 

X 

6  363  9frt  . 

X 

Independent  Public  Accountant: 

§  .36.3  .3(a)  . . 

■  X 

§  363  3(h)  . 

X 

§  .363  3(cj  . 

X 

§  363  3(ri)  . 

X 

§  363  3(r)  . 

X 

§  .363  .3(f)  . 

X 

6  363  3frit  . 

X 

^  . . . 

Filing  and  Notice  Requirements: 

§  363  4(a)  . 

X 

6  36.3  4fht  . 

X 

§  363  4(r;)  . 

X 

§  36-3  4(H)  . 

X 

§  363.4(e) . 

X 
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§  363.4(f) . 

Audit  Committees: 

§  363.5(a) . 

§  363.5(b) . 

§  363.5(c) . 

Appendix  A  to  Part  363 — Guidelines  and  Interpretations: 

Table  of  Contents . 

Introduction  . 

Scope  (§363.1): 

Guideline  1  . 

Guideline  2  . 

Guideline  3  . 

Guideline  4  . 

Guideline  4A . 

Annual  Reporting  Requirements  (§  363.2): 

Guideline  5  . 

Guideline  5A . 

Guideline  6  . 

Guideline  7  . 

Guideline  7A . : . 

Guideline  8  . 

Guideline  8A . . 

Guideline  8B . . 

Guideline  8C . . 

Guideline  9  . 

Guideline  10  . 

Guideline  11  . 

Guideline  12  . 

Role  of  Independent  Public  Accountant  (§363.3): 

Guideline  13  . 

Guideline  14  . 

Guideline  15  . 

Guideline  16  . 

Guideline  17  . 

Guideline  18  . 

Guideline  18A . 

Guideline  19  . 

Guideline  20  . . . 

Guideline  21  . . . 

Filing  and  Notice  Requirements  (§  363.4): 

Guideline  22  . 

Guideline  23  . 

Guideline  24  . 

Guideline  25  . ' . 

Guideline  26  . 

Audit  Committees  (§  363.5): 

Guideline  27  . 

Guideline  28  . 

Guideline  29  . 

Guideline  30  . . 

Guideline  31  . 

Guideline  32  . 

Guideline  33  . . . . 

Guideline  34  . . 

Guideline  35  . 

Other:  Guideline  36 

Table  1  to  Appendix  A — Designated  Federeil  Laws  and  Regulations 
Appendix  B — Illustrative  Management  Reports . 


In  response  to  its  request  for 
comments,  the  FDIC  received  23 
comment  letters  that  addressed  the 
proposed  amendments  to  part  363. 

These  commenters  represented  12 
financial  institutions;  3  bankers’  trade 
organizations;  4  accounting  firms;  1 
accountants’  trade  organization;  1  State 
regulatory  organization;  and  2  law  firms. 


Regarding  the  technical  amendment 
to  part  308,  Subpart  U,  the  FDIC  did  not 
receive  any  comments  on  its  proposal  to 
specify  the  location  where  cm 
accountant  or  accounting  firm  should 
file  required  notices  of  orders  and 
actions  regarding  removal,  suspension, 
or  debarment. 

With  respect  to  the  comments 
received  on  the  proposed  amendments 


to  part  363,  eight  commenters  expressed 
general  support  for  the  proposal,  seven 
commenters  were  generally  not 
supportive,  and  eight  commenters  did 
not  express  an  overall  view  on  the 
proposal.  While  comments  were 
received  on  almost  every  aspect  of  the 
proposed  amendments,  no  comment er 
specifically  commented  on  each  aspect. 
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However,  eleven  commenters  expressed  <- 
concerns  regarding  the  regulatory 
burden  associated  with  various  aspects 
of  the  proposal.  In  addition, 
commenters  expressed  concerns  about 
the  following  aspects  of  the  proposed 
amendments: 

•  Disclosure  of  noncompliance  with 
the  designated  laws  and  regulations, 

•  Insured  depository  institution 
percentage-of-consolidated-total-assets 
threshold  for  eligibility  to  comply  with 
part  363  at  a  holding  company  level, 

•  Management’s  report  on  internal 
control  over  financial  reporting, 

•  Independent  public  accountant’s 
report  on  internal  control  over  financial 
reporting, 

•  Independent  public  accountant’s 
communications  with  audit  committees, 

•  Time  period  for  the  retention  of  the 
independent  public  accountant’s 
working  papers, 

•  Independence  standards  applicable 
to  independent  public  accountants, 

•  Filing  requirement  for  and  public 
availability  of  AICPA  peer  review 
reports  and  PCAOB  inspection  reports 
on  independent  public  accountants, 

•  Filing  requirement  for  and  public 
availability  of  audit  engagement  letters, 
and 

•  Audit  committee  member 
independence. 

The  following  sections  discuss  the 
proposed  amendments  and  the 
comments  and  concerns  raised  by  the 
commenters,  including  the  responses 
received  on  two  specific  aspects  of  the 
proposed  amendments  for  which  the 
FDIC  specifically  requested  comments: 
(1)  Disclosure  of  noncompliance  with 
the  designated  safety  and  soundness 
laws  and  regulations  pertaining  to 
insider  loans  and  dividend  restrictions, 
and  (2)  the  75  percent  of  total  assets 
threshold  for  eligibility  to  comply  with 
the  requirements  of  part  363  at  the 
holding  company  level. 

A.  Scope  and  Definitions  (§363.1  and 
Guidelines  1-4A) 

1.  Applicability 

The  FDIC  proposed  to  amend 
§  363.1(a)  to  more  clearly  state  that  part 
363  applies  to  any  insured  depository 
institution  that  has  consolidated  total 
assets  of  $500  million  or  more  at  the 
beginning  of  its  fiscal  year. 

One  commenter  that  represents  over 
30  community  banks  recommended  that 
the  FDIC  raise  the  asset  size  threshold 
from  $500  million  to  $1  billion  for 
requiring  compliance  with  part  363.  In 
November  2005,  when  the  FDIC 
increased  the  asset  size  threshold  for 
assessments  of  internal  control  over 
financial  reporting  from  $500  million  to 


$1  billion,  it  concluded  that  exempting 
all  institutions  below  this  higher  size 
level  from  all  of  the  requirements  of  part 
363  would  not  be  consistent  with  the 
objective  of  the  underlying  statute,  i.e., 
early  identification  of  needed 
improvements  in  financial  management. 
The  Federal  banking  agencies  rely  upon 
financial  information  to  evaluate  the 
condition  of  insured  depository 
institutions  and  to  determine  the 
adequacy  of  regulatory  capital.  Accurate 
and  reliable  measurement  of  an 
institution’s  loans,  other  assets,  and 
earnings  has  a  direct  bearing  on  the 
determination  of  regulatory  capital.  The 
agencies  are  able  to  place  greater 
reliance  on  measurements  contained  in 
financial  statements  that  have  been 
subject  to  an  independent  audit. 
Independent  audits  help  to  identify 
weaknesses  in  internal  control  over 
financial  reporting  and  risk  management 
at  institutions  and  reinforce  corrective 
measures,  thus  complementing 
supervisory  efforts  in  contributing  to  the 
safety  and  soundness  of  insured 
depository  institutions.  Therefore,  after 
considering  this  comment,  the  FDIC  has 
determined  that,  except  where  a  $1 
billion  or  higher  asset  threshold  already 
applies,  the  $500  million  asset  size 
threshold  continues  to  be  the 
appropriate  level  for  requiring 
compliance  with  part  363. 

2.  Compliance  by  Subsidiaries  of 
Holding  Companies 

At  present,  an  insured  depository 
institution  that  is  a  subsidiary  of  a 
holding  company  may  use  consolidated 
holding  company  financial  statements 
to  satisfy  the  audited  financial 
statements  requirement  of  part  363 
regardless  of  whether  the  assets  of  the 
insured  depository  institution 
subsidiary  or  subsidiaries  of  the  holding 
company  represent  substantially  all  or 
only  a  minor  portion  of  the  holding 
company’s  consolidated  total  assets. 
When  the  assets  of  insured  depository 
institution  subsidiaries  do  not  comprise 
a  substantial  portion  of  a  holding 
company’s  consolidated  total  assets,  the 
FDIC  staff  has  found  that  the  holding 
company’s  consolidated  financial 
statements,  including  the  accompanying 
notes  to  the  financial  statements,  do  not 
tend  to  provide  sufficient  information 
that  is  indicative  of  the  financial 
position  and  results  of  operations  of 
these  institutions.  Also,  when  the 
insured  depository  institution 
subsidiaries  do  not  contribute 
significantly  to  the  holding  company’s 
financial  position  and  results  of 
operations,  the  extent  of  audit  coverage 
given  to  these  institutions  in  the  audit 
of  the  consolidated  holding  company 


may  be  limited.  Such  limited  audit 
coverage  would  not  be  consistent  with 
the  purpose  and  intent  of  section  36  of 
the  FDI  Act,  which  focuses  on  insured 
depository  institutions  rather  than 
holding  companies.  In  this  situation,  the 
assurance  that  would  he  provided  hy  an 
independent  audit  performed 
substantially  at  the  level  of  the  insured 
depository  institution  subsidiaries  is  not 
otherwise  available. 

Therefore,  given  the  differing 
characteristics  of  the  holding  companies 
that  own  insured  depository  institutions 
as  well  as  the  relationship  of  an  insured 
depository  institution’s  total  assets  to 
the  consolidated  total  assets  of  its  parent 
holding  company,  and  in  keeping  with 
the  intent  and  purpose  of  section  36  of 
the  FDI  Act,  the  FDIC  proposed  to 
amend  §§  363.1(b)(1)  and  (2)  by  revising 
the  criteria  for  determining  whether  the 
audited  financial  statements 
requirement  and  the  other  requirements 
of  part  363  may  be  satisfied  at  a  holding 
company  level.  More  specifically,  in 
order  for  a  covered  institution  to  be 
eligible  to  comply  with  the 
requirements  of  part  363  at  the  top-tier 
or  any  other  mid-tier  holding  company 
level,  the  FDIC  proposed  that  the 
consolidated  total  assets  of  the  insured 
depository  institution  (or  the 
consolidated  total  assets  of  all  of  the 
holding  company’s  insured  depository 
institution  subsidiaries,  regardless  of 
size,  if  the  top-tier  or  mid-tier  holding 
company  owns  or  controls  more  than 
one  insured  depository  institution)  must 
comprise  75  percent  or  more  of  the 
consolidated  total  assets  of  the  top-tier 
or  mid-tier  holding  company.  The  FDIC 
believes  thqt  this  percentage-of-assets 
threshold  should  ensure  that  the  6xtent 
of  independent  audit  work  performed  at 
the  insured  depository  institution  level 
is  sufficient  to  satisfy  the  intent  of 
section  36  of  the  FDI  Act,  that  is,  the 
early  identification  of  needed 
improvements  in  financial  management 
at  insured  institutions.  The  FDIC  also 
believes  that  this  threshold  will 
continue  to  provide  flexibility  to  the 
vast  majority  of  covered  institutions  that 
are  part  of  a  holding  company  structure 
with  respect  to  the  level  at  which  they 
may  comply  with  part  363. 

When  determining  an  appropriate 
percentage-of-assets  threshold  for 
compliance  with  part  363  at  a  holding 
company  level,  the  FDIC  considered  the 
range  of  percentage-of-assets  ratios  for 
covered  institutions  that  are  part  of  a 
holding  company  structure.  The  vast 
majority  of  insured  institutions  subject 
to  part  363  that  are  in  a  holding 
company  structure  are  subsidiaries  of 
organizations  where  the  assets  of  the 
insured  depository  institution 
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subsidiaries  of  the  holdii^  company 
comprise  90  percent  or  more  pf  the 
holding  company’s  consolidated  total 
assets.  Of  the  remaining  institutions 
subject  to  part  363  that  are  in  a  holding 
company  structure,  most  are 
subsidiaries  of  organizations  where  the 
assets  of  the  insured  institutions 
comprise  either  from  75  to  90  percent  or 
less  than  25  percent  of  the  top-tier 
parent  company’s  consolidated  total 
assets.  Smaller  numbers  of  institutions 
are  subsidiaries  of  organizations  where 
the  assets  of  the  insured  institutions 
comprise  from  25  to  50  percent  or  from 
50  to  75  percent  of  the  top-tier  parent 
company’s  consolidated  total  assets. 
However,  in  a  number  of  cases  where 
the  insured  institution  subsidiaries 
comprise  less  than  75  percent  of  the  top- 
tier  holding  company’s  consolidated 
total  assets,  the  insured  institution 
subsidiaries  that  are  subject  to  part  363 
currently  comply  with  the  regulation  at 
a  mid-tier  holding  company  level  where 
the  assets  of  the  insured  institution 
subsidiaries  comprise  90  percent  or 
more  of  the  mid-tier  holding  company’s 
consolidated  total  assets.  Thus,  these 
institutions  would  not  need  to  change 
how  they  comply  with  part  363  in 
response  to  the  establishment  of  the 
proposed  75  percent  threshold, 
provided  they  continue  to  comply  at  the 
same  mid-tier  holding  company  level 
and  this  holding  company  continues  to 
meet  the  75  percent  threshold. 

To  assist  it  in  considering  the  costs 
and  benefits  of  a  threshold,  the  FDIC 
specifically  requested  comment  as  to 
whether  75  percent  or  more  of 
consolidated  total  assets  is  an 
appropriate  threshold.  Six  commenters 
expressed  views  that  the  75  percent 
threshold  is  reasonable,  is  in  the 
public’s  best  interest,  and  provides  ease 
of  application  while  obtaining 
appropriate  audit  coverage  of  the 
insured  depository  institutions. 

Three  commenters  were  opposed  to 
the  proposed  75  percent  threshold. 

These  commenters  expressed  the 
following  concerns: 

•  The  goal  is  reasonable  but  the 
proposed  75  percent  threshold  may  not 
be  appropriate.  Instead,  lower  the 
threshold  and  require  institutions  that 
are  below  the  threshold  to  consult  with 
the  FDIC  prior  to  reporting  at  the 
holding  company  level. 

•  Compliance  at  the  holding  company 
level  should  not  be  dependent  on  the 
aggregate  size  of  the  subsidiary  insured 
depository  institutions  relative  to  the 
holding  company. 

•  Institutions  should  have  until  the 
end  of  their  first  full  fiscal  year  after  the 
FDIC  promulgates  the  final  rule  to 
comply  with  the  proposed  change. 


•  The  75  percent  threshold  is 
arbitrary  and  may  result  in  treating  vCTy 
similar  institutions  differently.  An 
objectives-based  approach  should  be 
used. 

The  FDIC  continues  to  recognize  that 
those  institutions  currently  complying 
with  part  363  at  the  holding  company 
level  that  will  not  meet  the  proposed  75- 
percent-of-consolidated-total-assets 
threshold  will  incur  additional  costs 
from  having  to  comply  with  the 
regulation  at  the  institution  level  or  at 
a  suitable  mid-tier  holding  company 
level.  Requiring  institutions  that  do 
meet  the  75  percent  threshold,  or  a 
lower  percentage  threshold,  to  consult 
with  the  FDIC  prior  to  reporting  at  a 
holding  company  level  would  add  a 
new  element  of  regulatory  burden  and 
would  not  provide  certainty  nor 
contribute  to  the  ease  of  application  of 
the  75  percent  threshold.  The  FDIC  has 
concluded  that  the  75-percent-of-assets 
threshold  strikes  an  appropriate  balance 
between  insured  institution  financial 
data  and  audit  coverage  and  the  cost  of 
compliance  with  part  363. 

The  FDIC  agrees  with  the  comment 
that  institutions  that  currently  report  at 
the  holding  company  level,  but  do  not 
meet  the  75-percent-of-consolidated- 
total-assets  threshold,  should  be 
afforded  sufficient  time  to  comply  with 
this  new  requirement.  Accordingly,  the 
FDIC  has  decided  to  delay  the  effective 
date  for  implementing  this  threshold 
until  fiscal  years  ending  on  or  after  June 
15,  2010.  Thus,  for  fiscal  years  ending 
on  or  before  June  14,  2010,  all  insured 
depository  institutions  may  continue  to 
satisfy  the  audited  financial  statements 
requirement  of  part  363  at  a  holding 
company  level  whether  or  not  the 
institution’s  consolidated  total  assets  {or 
the  consolidated  total  assets  of  all  of  its 
parent  holding  company’s  insured 
institutions)  comprise  75  percent  or 
more  of  the  holding  company’s 
consolidated  total  assets  at  the 
beginning  of  the  fiscal  year. 

Guideline  3  to  part  363,  Compliance 
by  Holding  Company  Subsidiaries, 
states  that  when  a  holding  company 
submits  audited  consolidated  financial 
statements  and  other  reports  or  notices 
required  hy  part  363  on  behalf  of  any 
subsidiary  institution,  an  accompanying 
cover  letter  should  identify  all 
subsidiary  institutions  to  which  the 
statements,  reports,  or  other  notices 
pertain.  Because  many  cover  letters 
received  by  the  FDIC  have  not 
sufficiently  identified  these  subsidiary 
institutions,  the  FDIC  proposed  to 
amend  guideline  3  to  clarify  what 
information  should  be  included  in  the 


cover  letter.  No  comments  were  ...  . 
received  pn  this  aspect  of  the  proposal. 

3.  Financial  Reporting 

The  FDIC  proposed  to  add  a  new 
§  363.1(c)  and  a  new  guideline  4A, 
Financial  Reporting,  to  specify  that 
“financial  reporting”  includes  both 
financial  statements  prepared  in 
accordance  with  generally  accepted 
accounting  principles  and  those 
prepared  for  regulatory  reporting 
purposes.  Also,  as  proposed,  guideline 
4A  clarifies  that  financial  statements 
prepared  for  regulatory  reporting 
purposes  consist  of  the  schedules 
equivalent  to  the  basic  financial 
statements  that  are  included  in  an 
institution’s  appropriate  regulatory 
report  and  that  financial  statements 
prepared  for  regulatory  reporting 
purposes  do  not  include  regulatory 
reports  prepared  by  a  non-bank 
subsidiary  of  a  holding  company  or  an 
institution. 

One  commenter  recommended  that 
the  FDIC  further  clarify  the  definition  of 
financial  reporting  for  purposes  of  part 
363  to  more  clearly  align  it  with  current 
reporting  practices.  This  commenter 
also  stated  that,  when  reporting  at  a 
holding  company  level,  “regulatory 
reporting”  would  not  extend  to 
assertions  about  internal  control  over 
financial  reporting  at  the  subsidiary 
institution  level.  Another  commenter, 
an  accountants’  trade  organization, 
stated  that  the  proposed  amendment 
seems  to  imply  that  institutions’ 
regulatory  reports  may  not  be  prepared 
in  conformity  with  generally  accepted 
accounting  principles  (GAAP).  This 
commenter  recommended  that  the  FDIC 
clarify  the  definition  of  financial 
reporting  to  state  that  both  financial 
statements  and  the  regulatory  reports  be 
prepared  in  accordance  with  GAAP  to 
make  it  consistent  with  current  practice. 

While  the  FDIC  believes  that  ^e 
proposed  amendments  are  consistent 
with  explanatory  guidance  it  issued  on 
this  subject  in  December  1994,2  the 
FDIC  has  decided  to  modify  the 
proposed  definition  of  financial 
reporting  set  forth  in  §  363j.l{c)  and 
guideline  4A,  Financial  Reporting,  to 
state  more  clearly  that,  when  reporting 
at  a  holding  company  level,  it  includes 
the  financial  statements  and  regulatory 
reports  of  an  institution’s  holding 
company.  The  modified  definition 
would  also  state  that,  for  recognition 
and  measurement  purposes,  regulatory ' 
reporting  requirements  shall  conform  to 
GAAP. 

2  See  FDIC  Financial  Institution  Letter  (FIL)  86- 
94,  dated  December  23, 1994. 
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4.  Definitions 

The  FDIC  proposed  to  add  §  363.1(d), 
Definitions,  to  define  several  common 
terms  used  in  part  363  and  the 
guidelines  and  received  no  comments 
on  these  definitions. 

B.  Annual  Reporting  Requirements 
(§363.2  and  Guidelines  5-12) 

1.  Audited  Financial  Statements 

Consistent  with  sound  management 
practices  and  the  objective  of  internal 
control  over  financial  reporting,  the 
FDIC  proposed  to  amend  §  363.2(a)  to 
require  that  the  annual  financial 
statements  reflect  all  material  correcting 
adjustments  identified  by  the 
independent  public  accountant. 
Financial  statements  issued  by  insured 
depository  institutions  that  are  public 
companies  or  by  their  parent  holding 
companies  that  are  public  companies 
are  already  subject  to  such  a 
requirement  pursuant  to  section  401  of 
SOX.  The  FDIC  believes  this 
requirement  should  also  apply  to 
institutions  subject  to  part  363  that  are 
not  public  companies. 

In  response  to  a  commenter’s 
recommendation,  the  FDIC  revised  this 
proposed  requirement  to  provide 
additional  context  regarding  the  phrase 
“material  correcting  adjustments 
identified  by  the  independent  public 
accountant”  by  explaining  that  these 
adjustments  should  be  those  that  are 
necessary  for  the  financial  statements  to 
conform  with  GAAP. 

2.  Part  363  Mcmagement  Report 
Contents 

The  FDIC  has  noted  differences  in  the 
•  content  of  the  management  reports 
included  in  Part  363  Annual  Reports 
and  the  adequacy  of  the  information  in 
these  management  reports  regarding  the 
results  of  management’s  assessments  of 
the  effectiveness  of  internal  control  over 
financial  reporting  and  compliance  with 
the  laws  and  regulations  pertaining  to 
insider  loans  cmd  dividend  restrictions. 
Identified  material  weaknesses  in 
internal  control  over  financial  reporting 
and  instances  of  noncompliemce  with 
insider  lending  requirements  and 
dividend  restrictions  have  not  always 
been  disclosed. 

In  addition,  management’s  assessment 
of  internal  control  over  financial 
reporting  has  often  failed  to  disclose  the 
internal  control  framework  used  to 
perform  the  assessment  of  the 
effectiveness  of  these  controls  and  to 
clearly  state  whether  controls  over  the 
preparation  of  the  regulatory  financial 
statements  have  been  included  within 
the  scope  of  management’s  assessment. 
The  omission  of  this  information  from 


an  institution’s  management  report 
reduces  the  usefulness  of  the  report  as 
a  means  of  identifying  needed 
improvements  in  financial  management, 
which  is  the  objective  of  section  36  of 
the  FDI  Act.  The  regulations  adopted  by 
the  Securities  and  Exchange 
Commission  (SEC)  in  2(J03 
implementing  the  requirement  in 
section  404  of  SOX  for  a  management 
report  on  internal  control  over  financial  ’ 
reporting  requires  management  to 
identify  the  internal  control  framework 
it  used  to  evaluate  the  effectiveness  of 
these  controls  and  to  disclose  any 
identified  material  weakness. 

To  provide  clearer  guidance  on  the 
information  that  should  be  included  in 
the  management  report,  the  FDIC 
proposed  to  expand  §  363.2(b)  to  require 
management’s  assessment  of 
compliance  with  the  laws  and 
regulations  pertaining  to  insider  loans 
and  dividend  restrictions  to  include  a 
clear  statement  as  to  management’s 
conclusion  regarding  compliance  and  to 
disclose  any  noncompliance  with  such 
laws  and  regulations.  In  addition,  the 
proposed  amendment  to  §  363.2(b) 
would  require  management’s 
assessment  of  internal  control  over 
financial  reporting  to  identify  the 
internal  control  fi-amework  that 
management  used  to  make  its 
evaluation,  include  a  statement  that  the 
evaluation  included  controls  over  the 
preparation  of  regulatory  financial 
statements,  include  a  clear  statement  as 
to  management’s  conclusion  regarding 
the  effectiveness  of  internal  control  over 
financial  reporting,  disclose  all  material 
weaknesses  identified  by  management, 
and  preclude  management  from 
concluding  that  internal  control  over 
financial  reporting  is  effective  if  there 
are  any  material  weaknesses. 

The  FDIC  specifically  requested 
comment  as  to  whether  the  disclosure  in 
the  management  report  of  instances  of 
noncompliance  with  the  laws  and 
regulations  pertaining  to  insider  loans 
and  dividend  restrictions  should  be 
made  available  for  public  inspection  or 
be  designated  as  privileged  and 
confidential  and  not  be  made  available 
to  the  public  by  the  FDIC.  Three 
commenters  supported  public 
availability  only  for  disclosures  of 
“material”  noncompliance  and  twelve 
commenters  were  not  supportive  of 
public  availability  of  disclosures  of 
noncompliance.  These  commenters 
were  concerned  that  minor  errors  may 
be  mistaken  for  a  systemic  compliance 
failure  and  stated  that  noncomplicmce 
should  be  addressed  through  the 
examination  process. 

The  FDIC  has  considered  these 
comments  and  notes  that  all  insured 


depository  institutions,  regardless  of 
size,  are  required  to  comply  with  the 
designated  safety  and  soundness  laws 
and  regulations  that  deal  with  insider 
loans  and  dividend  restrictions. 
Moreover,  these  laws  and  regulations 
have  not  substantially  changed  since 
part  363  was  first  implemented  in  1993. 
Thus,  well  before  an  insured  depository 
institution  reaches  $500  million  in  total 
assets  and  becomes  subject  to  part  363, 
it  should  already  have  appropriate 
policies,  procedures,  controls,  and 
systems  in  place  to  monitor  insider 
lending  activities  and  assess  its 
dividend-paying  capacity  and  thereby 
ensvue  compliance  with  the  safety  and 
soundness  laws  and  regulations  in  these 
two  designated  areas.  Public  availability 
of  disclosures  of  instances  of 
noncompliance  with  these  designated 
laws  and  regulations  should  act  as  a 
further  stimulus  to  management’s  efforts 
to  ensure  that  its  policies,  procedures, 
controls,  and  systems  are  sound  and 
operating  effectively.  Therefore,  the 
FDIC  has  concluded  that,  to  reinforce 
the  importance  of  management’s 
responsibility  for  complying  with  the 
laws  and  regulations  pertaining  to 
insider  loans  and  dividend  restrictions, 
instances  of  noncompliance  with  these 
laws  and  regulations  should  be 
disclosed  in  management’s  assessment 
(that  is  included  in  the  memagement 
report)  and  made  available  to  the  public. 

Nevertheless,  based  on  the  comments 
it  received  on  this  issue,  the  FDIC 
believes  it  would  be  useful  to  provide 
further  guidance  regarding  disclosure  of 
noncompliance  with  the  designated 
safety  and  soundness  laws  and 
regulations.  Accordingly,  the  FDIC  is 
adding  guideline  8C,  Management's 
Disclosure  of  Noncompliance  with 
Designated  Laws  and  Regulations,  to 
Appendix  A  to  part.363.  This  guideline 
states  that  management  is  not  required 
to  specifically  identify  the  individual  or 
individuals  {e.g.,  officers  or  directors) 
who  were  responsible  for  or  were  the 
subject  of  any  such  noncompliance  and 
provides  general  parameters  for  making 
the  disclosure.  For  example,  the 
disclosure  should  include  appropriate 
qualitative  and  quantitative  information 
to  describe  the  nature,  type,  and  severity 
of  the  noncompliance.  Also,  similar 
instances  of  noncompliance  may  be 
aggregated. 

While  the  majority  of  commenters  did 
not  comment  on  the  proposed  revisions 
applicable  to  management’s  report  on 
internal  control  over  financial  reporting, 
four  commenters  expressed  concerns  or 
made  recommendations  as  follows: 

•  The  report  is  not  necessary,  its  costs 
exceed  the  benefits  derived,  and  it  is 
difficult  for  small  community  banks  to 
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recruit  personnel  with  the  level  of 
training  and  experience  necessary  to 
implement  the  accounting  and  reporting 
rules. 

•  Consider  a  “delayed  phase-in”  of 
the  requirements  for  assessing  internal 
control  over  financial  reporting  similar 
to  the  phase-in  utilized  by  the  SEC  in  its 
rules  implementing  section  404  of  SOX. 

•  Raise  the  asset  size  threshold  for 
this  requirement  from  $1  billion  to  $3 
billion  to  ease  regulatory  burden. 

•  The  requirement  to  disclose  all 
identified  material  weaknesses  in 
internal  control  over  financial  reporting 
in  management’s  report  should  be 
clarified  as  to  whether  the  disclosure 
covers  all  identified  material 
weaknesses,  regardless  of  their  status  as 
of  the  institution’s  fiscal  year-end,  or 
only  those  in  existence  as  of  the  end  of 
the  fiscal  year  that  have  not  been 
remediated  prior  to  that  date. 

Management  has  been  required  to 
assess  and  report  on  the  effectiveness  of 
an  institution’s  internal  control  over 
financial  reporting  since  part  363  was 
first  implemented  in  1993.  In  November 
2005,  when  the  FDIC  increased  the  asset 
size  threshold  for  internal  control 
assessments  from  $500  million  to  $1 
billion,  it  concluded,  and  continues  to 
believe,  that  the  $1  billion  asset  size 
threshold  is  appropriate  for  requiring 
assessments  and  reports  on  internal 
control  over  financial  reporting. 
Therefore,  the  FDIC  has  decided  to 
retain  the  $1  billion  asset  size  threshold 
for  requiring  assessments  and  reports  on 
internal  control  over  financial  reporting. 
Also,  for  the  reasons  previously  stated, 
the  FDIC  does  not  believe  that  a 
“delayed  phase-in”  of  the  requirement 
for  assessing  and  reporting  on  internal 
control  over  financial  reporting  is 
necessary  or  appropriate.  Moreover,  a 
phase-in  of  the  requirement  for 
management  to  assess  and  report  on 
internal  control  over  financial  reporting 
in  effect  already  exists  because  this 
requirement  takes  effect  only  when  an 
institution’s  total  assets  exceed  $1 
billion,  not  when  the  institution  first 
becomes  subject  to  the  other  audit  and 
reporting  requirements  of  section  36  and 
part  363  when  its  assets  reach  $500 
million. 

With  respect  to  management’s 
reporting  on  the  material  weaknesses  it 
has  identified  in  the  management  report 
component  of  its  Part  363  Annual 
Report,  the  FDIC  notes  that  section  36 
of  the  FDI  Act  requires  management  to 
perform  an  assessment  of  internal 
control  over  financial  reporting  as  of 
year-end.  Therefore,  to  clarify 
management’s  reporting  responsibility, 
the  FDIC  has  revised  §  363.2(b)(3)(iii)  to 
explain  that  management  must  disclose 


all  material  weaknesses  in  internal 
control  over  financial  reporting  that  it 
has  identified  and  that  have  not  been 
remediated  prior  to  the  end  of  the 
institution’s  fiscal  year. 

Because  part  363  and  its  guidelines 
provide  only  limited  guidance 
concerning  the  contents  of  the 
management  report  and  the  related 
signature  requirements  for  this  report, 
institutions  and  auditors  have  expressed 
interest  in  examples  of  acceptable 
reports.  Therefore,  to  assist 
mcmagements  of  insxired  depository 
institutions  in  complying  with  the 
annual  reporting  requirements  of 
§  363.2,  the  FDIC  proposed  to  add 
Appendix  B  to  Part  363 — Illustrative 
Management  Reports.  Appendix  B 
provides  guidance  regarding  reporting 
scenarios  that  satisfy  the  annual 
reporting  requirements  of  part  363, 
illustrative  management  reports,  and  em 
illustrative  cover  letter  for  use  when  an 
institution  complies  with  the  annual 
reporting  requirements  at  the  holding 
company  level.  The  FDIC  also  states  in 
Appendix  B  that  the  use  of  the 
illustrative  management  reports  and 
cover  letter  is  not  required.  The  FDIC 
encourages  the  managements  of  insured 
depository  institutions  to  tailor  the 
wording  of  their  management  reports  to 
fit  their  particular  circumstances, 
especially  when  reporting  on  material 
weaknesses  in  internal  control  over 
financial  reporting  or  noncompliance 
with  designated  laws  and  regulations. 

Two  commenters  stated  that  the 
illustrative  management  reports  are 
helpful  and  will  mitigate  regulatory 
burden.  Another  commenter  suggested 
that  the  illustrative  management  reports 
would  be  better  suited  in  an  accounting 
and  auditing  guide  that  could  be 
updated  regularly  to  reflect  changes  in 
professional  standards  or  other 
requirements  that  would  affect  these 
reports  and  that  the  accounting  and 
auditing  guide  could  illustrate  the 
differences  in  reporting  under  AICPA 
and  PCAOB  standards.  This  conunenter 
also  stated  that  the  illustrative 
management  report  on  internal  control 
over  financial  reporting  at  the  holding 
company  level  is  inconsistent  with 
current  practice  and  that  it  does  not 
clearly  and  appropriately  describe  the 
scope  of  the  internal  control 
assessments  by  management  or  the 
independent  public  accountant.  This 
commenter  added  that  the  language  in 
the  illustrative  management  report  on 
internal  control  at  the  holding  company 
level  does  not  make  it  clear  to  a  reader 
whether  management  has  separately 
assessed  the  effectiveness  of  internal 
control  over  financial  reporting  at  each 


subsidiary  institution  listed  in  the 
report. 

The  FDIC  has  considered  this 
commenter’s  suggestion  that  the 
illustrative  management  reports  would 
be  better  suited  in  an  accounting  and 
auditing  guide.  In  this  regard,  the  FDIC 
notes  that  auditing  and  attestation 
standards  require  auditors  to  evaluate 
the  elements  that  management  is 
required  to  present  in  its  report  on  its 
assessment  of  internal  control  over 
financial  reporting,  but  these  standards 
do  not  fully  address  the  requirements  of 
part  363  for  management  reports  on 
internal  control  nor  do  they  provide 
guidance  to  management  regarding  the 
preparation  of  management  reports  for 
part  363  purposes.  Given  the  varying 
degrees  of  familiarity  of  institution 
management  with  professional  auditing 
and  attestation  standards  as  well  as  the 
lack  of  availability  of  illustrative 
management  reports  that  satisfy  the 
requirements  of  part  363,  the  FTDIC  has 
determined  that  the  illustrative 
management  reports  should  be  provided 
in  Appendix  B  to  part  363.  However,  in 
response  to  this  commenter’s  statements 
concerning  the  illustrative  management 
reports  on  internal  control  over 
financial  reporting  at  the  holding 
company  level,  the  FDIC  has  revised  the 
text  of  these  illustrative  management 
reports,  which  are  presented  in  sections 
5(c)  and  (d)  and  6(b)  of  Appendix  B. 
More  specifically,  the  sample  text  in 
these  illustrative  reports  that  identifies 
the  subsidiary  institutions  that  are 
subject  to  part  363  has  been  revised  by 
removing  the  language  stating  that  these 
institutions  are  included  in  the  scope  of 
management’s  assessment  of  internal 
control  over  financial  reporting.  The 
FDIC  believes  that  the  revised 
illustrative  management  reports  on 
internal  control  over  financial  reporting 
at  the  holding  company  level  are 
consistent  with  current  practices  and 
professional  auditing  and  attestation 
standards. 

Regarding  management’s 
responsibility  for  assessing  compliance 
with  the  laws  emd  regulations  pertaining 
to  insider  loans  and  dividend 
restrictions,  the  FDIC  proposed  to  revise 
and  update  Table  1  to  Appendix  A  of 
part  363  to  reflect  changes  in  these  laws 
and  regulations  that  have  occurred  since 
this  table  was  last  revised  in  1997.  The 
FDIC  received  no  comments  on  the 
revised  and  updated  Table  1. 

3.  Memagement  Report  Signatures 

Section  36(b)(2)  of  the  FDI  Act 
requires  an  institution’s  management 
report  to  be  signed  by  the  chief 
executive  officer  and  the  chief 
accoimting  officer  or  chief  financial 
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officer.  In  its  reviews  of  management 
reports,  the  FDIC  has  noted  that  these 
reports  are  often  not  signed  hy  the 
officers  at  the  appropriate  corporate 
level  when  the  audited  financial 
statements  requirement  is  satisfied  at 
the  holding  company  level  or  when  one 
or  more  of  the  components  of  the 
management  report  is  satisfied  at  the 
holding  company  level  and  the 
remaining  components  of  the 
management  report  are  satisfied  at  the 
insured  depository  institution  level. 
Therefore,  the  FDIC  proposed  to  add 
§  363.2(c)  to  specify  which  corporate 
officers  must  sign  the  management 
report  and  also  the  level  of  the  corporate 
signers  [i.e.,  insured  depository 
institution  level  or  the  holding  company 
level).  No  comments  were  received  on 
this  aspect  of  the  proposal. 

4.  Institutions  Merged  Out  of  Existence 

To  reduce  regulatory  burden  and 
provide  certainty  for  merging 
institutions,  the  FDIC  proposed  to  add 
guideline  5A,  Institutions  Merged  Out  of 
Existence,  to  explicitly  provide  relief 
from  filing  a  Part  363  Annual  Report  for 
an  institution  that  is  merged  out  of 
existence  after  the  end  of  its  fiscal  year, 
but  before  the  deadline  for  filing  its  Part 
363  Annual  Report.  However,  a  covered 
institution  that  is  acquired  after  the  end 
of  its  fiscal  year,  but  retains  its  separate 
I  corporate  existence  rather  than  being 
t  merged  out  of  existence,  would 

continue  to  be  required  to  file  a  Part  363 

I  Annual  Report  for  that  fiscal  year.  Three 

commenters  commented  in  support  of 
this  aspect  of  the  proposal,  one  of  whom 
stated  that  the  proposed  amendment 
will  reduce  both  regulatory  burden  and 
I  uncertainty. 

5.  Management’s  Assessment  of  the 
Effectiveness  of  Internal  Control  Over 

I  Financial  Reporting 

The  FDIC  has  publicly  advised 
institutions  with  $1  billion  or  more  in 
total  assets  that  are  public  companies  or 
subsidiaries  of  public  companies  that 
they  have  considerable  flexibility  in 
determining  how  best  to  satisfy  the 
SEC’s  requirements  for  management’s 
assessment  of  internal  control  over 
financial  reporting  which  implement 
section  404  of  SOX,  and  the  FDIC’s 
requirements  in  part  363. ^  The  reporting 
flexibility  available  to  institutions 
subject  to  both  the  section  404  and  the 
part  363  requirements  was  initially 
described  in  the  preamble  to  the  SEC’s 
section  404  final  rule  release  (68  FR 
36642,  June  18,  2003).  This  final  rule 


3  70  FR  71231,  November  28,  2005;  70  FR  44295, 
August  2,  2005;  FDIC  Financial  Institution  Letter 
(FIL)  137-2004,  December  21,  2004. 


release  explained  that  the  flexible 
reporting  approach  described  in  the 
preamble  had  been  developed  by  the 
SEC  staff  in  consultation  with  the  staff 
of  the  Federal  hanking  agencies.  To 
codify  this  reporting  flexibility  in  part 
363,  the  FDIC  proposed  to  add  guideline 
8A,  Management’s  Assessment  of  the 
Effectiveness  of  Internal  Control  Over 
Financial  Reporting.  For  an  institution 
with  $1  billion  or  more  in  total  assets 
that  is  subject  to  both  part  363  and  the 
SEC’s  rules  implementing  section  404  of 
SOX  (or  whose  peurent  holding  company 
is  subject  to  section  404  and  the 
condition  in  §  363.1(b)(2)  is  met),  the 
proposed  guideline  describes  two 
options  for  complying  with  the  filing 
requirements  regarding  management’s 
report  on  internal  control  over  financial 
reporting.  These  options  are  to  prepare 
(1)  two  separate  reports,  one  to  satisfy 
the  FDIC’s  part  363  requirements  and 
another  to  satisfy  the  SEC’s  section  404 
requirements,  or  (2)  a  single  report  that 
satisfies  all  of  the  FDIC’s  part  363 
requirements  and  all  of  the  SEC’s 
section  404  requirements.  No  comments 
were  received  on  proposed  new 
guideline  8A. 

6.  Internal  Control  Reports  for  Acquired 
Businesses 

Currently,  under  the  reporting 
requirements  of  part  363,  both 
management’s  and  the  independent 
public  accountant’s  evaluation  of  an 
institution’s  internal  control  over 
financial  reporting  must  include 
controls  at  an  institution  in  its  entirety, 
including  all  of  its  consolidated 
businesses,  including  businesses  that 
were  recently  acquired.  However,  like 
the  SEC  staff,  the  FDIC  recognizes  that 
it  may  not  always  be  possible  for 
management  to  conduct  an  evaluation  of 
the  internal  control  over  financial 
reporting  of  an  acquired  business  in  the 
period  betweeii  the  consummation  date 
of  the  acquisition  and  the  due  date  of 
management’s  internal  control 
evaluation.  The  SEC  staff  has  provided 
guidance  to  public  companies  stating 
that  the  staff  would  not  object  to  the 
exclusion  of  the  acquired  business  from 
management’s  evaluation  of  internal 
control  over  financial  reporting, 
provided  certain  disclosures  are  made 
and  other  conditions  are  met.'*  The  FDIC 
has  received  and  granted  several  written 
requests  from  institutions  subject  to  the 
internal  control  reporting  requirements 
of  part  363  to  exclude  recently  acquired 


■*  See  Question  3  in  the  SEC  staffs  Frequently 
Asked  Questions  on  Management’s  Report  on 
Internal  Control  Over  Financial  Reporting  and 
Certification  of  Disclosure  in  Exchange  Act  Periodic 
Reports  at  http://www.sec.gov/info/accountants/ 
controlfaql  004.htm. 


businesses  from  the  scope  of 
management’s  internal  control 
evaluation. 

To  reduce  regulatory  burden, 
including  the  burden  of  submitting 
written  requests  to  the  FDIC,  and 
provide  certainty  to  institutions,  the 
FDIC  proposed  to  add  guideline  8B, 
Internal  Control  Reports  for  Acquired 
Businesses,  to  explicitly  provide  relief 
from  the  reporting  requirements 
regarding  internal  control  over  financial 
reporting  related  to  business 
acquisitions  made  by  an  institution 
during  its  fiscal  year.  As  proposed  and 
consistent  with  the  SEC  staff’s  guidance, 
guideline  8B  would  permit 
management’s  evaluation  of  internal 
control  over  financial  reporting  to 
exclude  internal  control  over  financial 
reporting  for  the  acquired  business, 
provided  management’s  report  identifies 
the  acquired  business,  states  that  the 
acquired  business  is  excluded  from 
management’s  evaluation  of  internal 
control  over  financial  reporting,  and 
indicates  the  significance  of  the 
acquired  business  to  the  institution’s 
consolidated  financial  statements.  Also, 
proposed  guideline  8B  would  clarify 
that  if  the  acquired  business  is  an 
insured  depository  institution  that  is 
subject  to  part  363  and  it  is  hot  merged 
out  of  existence  before  the  deadline  for 
filing  its  Part  363  Annual  Report,  the 
acquired  business  (institution)  must 
continue  to  comply  with  all  of  the 
applicable  requirements  of  part  363. 

One  commenter  commented  on  this 
aspect  of  the  proposal  and  supported 
the  amendment  as  proposed,  stating  that 
it  will  reduce  both  regulatory  burden 
and  uncertainty. 

7.  Standards  for  Internal  Control 

At  present,  guideline  10,  Standards 
for  Internal  Control,  provides  that  each 
institution  should  determine  its  own 
standards  for  establishing,  maintaining, 
and  assessing  the  effectiveness  of  its 
internal  control  over  financial  reporting, 
but  it  does  not  describe  the 
characteristics  of  a  suitable  internal 
control  framework.  The  FDIC  proposed 
to  amend  guideline  10  to  provide 
guidance  regarding  the  attributes  of  a 
suitable  internal  control  framework.  The 
proposed  attributes  are  consistent  with 
the  attributes  the  SEC  described  in  the 
preamble  to  the  SEC’s  section  404  final 
rule  release  (68  FR  36648,  June  18, 
2003).  The  FDIC  believes  that  a 
framework  with  these  attributes  is 
appropriate  for  all  institutions  whether 
or  not  they  are  public  companies.  No 
comments  were  received  on  this  aspect 
of  the  proposal. 
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C.  Independent  Public  Accountant 
(§363.3  and  Guidelines  13-21) 

1.  Internal  Control  Over  Financial 
Reporting 

As  with  its  experience  in  reviewing 
the  portion  of  the  management  report  in 
which  management  provides  its 
assessment  of  the  effectiveness  of  the 
institution’s  internal  control  over 
financial  reporting,  the  FDIC  has  found 
some  independent  public  accountants’ 
internal  control  attestation  reports  to  be 
less  than  sufficiently  informative.  Such 
attestation  reports  are,  therefore, 
inconsistent  with  the  objectives  of 
section  36  of  the  FDI  Act.  As  a 
consequence,  the  FDIC  proposed  to 
amend  §  363.3(b),  which  governs  the 
independent  public  accountant’s  report 
on  internal  control  over  financial 
reporting,  to  specify  that,  consistent 
with  generally  accepted  standards  for 
attestation  engagements,  the  Public 
Company  Accounting  Oversight  Board’s 
(PCAOB)  auditing  standards,  and 
related  PCAOB  staff  implementation 
guidance,  the  accountant’s  report  must: 

•  Not  be  dated  prior  to  the  date  of 
management’s  report  on  its  assessment 
of  the  effectiveness  of  internal  control 
over  financial  reporting: 

•  Identify  the  internal  control 
framework  that  the  accountant  used  to 
make  the  evaluation  (which  must  be  the 
same  as  the  internal  control  framework 
used  by  management); 

•  Include  a  statement  that  the 
accoimtant’s  evaluation  included 
controls  over  the  preparation  of 
regulatory  financial  statements; 

•  Include  a  clear  statement  as  to  the 
accountant’s  conclusion  regeurding  the 
effectiveness  of  internal  control  over 
financial  reporting; 

•  Disclose  all  material  weaknesses 
identified  by  the  accountant:  and 

•  Conclude  that  internal  control  is 
ineffective  if  there  are  any  material 
weaknesses. 

The  FDIC  also  proposed  to  amend 
guideline  18,  Attestation  Report,  to  be 
consistent  with  §  363.3(b)(2)  by 
reiterating  that  the  attestation  report  on 
internal  control  over  financial  reporting 
should  include  a  statement  as  to 
regulatory  reporting. 

The  majority  of  commenters  did  not 
comment  on  the  independent  public 
accountant’s  report  on  internal  control 
over  financial  reporting.  However,  four 
commenters  expressed  concerns  or 
made  recommendations  as  follows: 

•  Since  the  AICPA  Auditing 
Standards  Board’s  proposed  revisions  to 
the  attestation  standards  for  nonpublic 
companies  will  likely  be  similar  to  the 
requirements  for  public  companies,  and 
based  upon  the  experiences  of  public 


companies  complying  with  SOX  404, 
the  requirement  for  the  independent 
public  accountant  to  examine,  attest  to, 
and  report  on  management’s  assertion 
concerning  internal  control  over 
financial  reporting  for  both  GAAP  and 
regulatory  reporting  purposes  will  be 
too  costly.  Instead  of  having  the 
accountant  examine  internal  control, 
banking  regulators  should  assess  the 
adequacy  of  internal  control  over 
financial  reporting  as  part  of  the 
examination  process. 

•  The  requirements  that  the 
independent  public  accountant’s  report 
on  internal  control  over  financial 
reporting  identify  the  internal  control 
framework  used,  state  that  the 
evaluation  included  controls  over  the 
preparation  of  regulatory  financial 
statements,  express  the  accountant’s 
conclusion  as  to  whether  internal 
control  is  effective,  and  disclose  all 
material  weaknesses  can  be  deleted 
because  they  are  already  addressed  by 
the  AICPA  and  PCAOB  standards.  The 
rule  should  instead  refer  to  the 
professional  auditing  and  attestation 
standards. 

•  The  FDIC  should  consider  a 
delayed  phase-in  of  the  requirement  for 
the  independent  public  accountant  to 
assess  internal  control  over  financial 
reporting  similar  to  the  phase-in  set 
forth  in  the  SEC’s  rules  implementing 
SOX  404. 

•  The  requirement  to  disclose 
material  weaknesses  in  internal  control 
over  financial  reporting  in  the 
independent  public  accoimtant’s  report 
should  be  clarified  as  to  whether  the 
disclosure  covers  all  identified  material 
weaknesses,  regardless  of  their  status  as 
of  the  institution’s  fiscal  year-end,  or 
only  those  in  existence  as  of  the  end  of 
the  fisced  year  that  have  not  been 
remediated  prior  to  that  date,  which  is 
the  disclosme  requirement  in  the 
professional  auditing  and  attestation 
standards. 

Independent  public  accouptants  have 
been  required  to  examine,  attest  to,  and 
report  on  management’s  assertion 
concerning  the  effectiveness  of  an 
institution’s  internal  control  over 
financial  reporting  since  part  363  was 
first  implemented  in  1993.  This 
requirement  is  also  set  forth  in  section 
36  of  the  FDI  Act.  In  November  2005, 
the  FDIC  increased  the  asset  size 
threshold  for  internal  control 
assessments  from  $500  million  to  $1 
billion  for  both  memagement  and  the 
independent  public  accountant.  At  that 
time,  the  FDIC  noted  that  recent  and 
impending  changes  to  the  auditing  and 
attestation  standards  governing  internal 
control  assessments  that  were  making 
them  more  robust  had  and  would  » 


continue  to  increase  the  cost  and  biu-den 
of  the  audit  and  reporting  requirements 
of  part  363.  The  FDIC  concluded  then 
that  the  increase  to  a  $1  billion  asset 
size  threshold  for  requiring  assessments 
and  reports  on  internal  control  over 
financial  reporting  achieved  an 
appropriate  balance  between  burden 
reduction  and  maintaining  safety  and 
soimdness  for  institutions  subject  to 
part  363.  The  FDIC  continues  to  believe 
today  that  $1  billion  remains  a  suitable 
size  threshold  for  internal  control 
assessments.  Also,  for  the  reasons 
previously  stated  in  Section  III.B.2,  the 
FDIC  does  hot  believe  that  a  “delayed 
phase-in”  of  the  requirement  for  the 
independent  public  accountemt  to  report 
on  management’s  assertion  regarding 
internal  control  over  financial  reporting 
is  necessary  or  appropriate. 

Additionally,  the  FDIC  notes  that  imder 
the  SEC’s  most  recent  amendments,  a 
non-accelerated  filer  need  not  file  the 
auditor’s  attestation  report  on  internal 
control  over  financial  reporting  until  it 
files  an  annual  report  for  a  fiscal  year 
ending  on  or  after  December  15,  2009. 
Since  part  363  has  long  required  such 
internal  control  audits,  the  FDIC 
believes  that  it  would  be  contrary  to  the 
objectives  of  section  36  of  the  FDI  Act 
to  allow  institutions  subject  to  part  363 
with  $1  billion  or  more  in  total  assets, 
that  are  not  accelerated  filers  or 
subsidiaries  of  accelerated  filers  for 
Federal  securities  law  purposes,  to 
discontinue  undergoing  assessments  of 
the  effectiveness  of  their  internal  control 
over  financial  reporting  by  their  external 
auditors  until  the  SEC  requires  such 
audits  for  non-accelerated  filers. 

In  response  to  the  comments 
regarding  the  disclosiure  of  material 
weaknesses  in  internal  control  over 
financial  reporting,  the  FDIC  has  revised 
§  363.3(b)(3)  to  clarify  that  the 
independent^auditor’s  internal  control 
report  must  disclose  all  material 
weaknesses  that  the  independent 
auditor  has  identified  and  that  have  not 
been  remediated  prior  to  the  end  of  the 
institution’s  fiscal  year. 

The  FDIC  has  considered  the 
suggestion  that  the  rule  be  revised  to 
refer  to  the  existing  standards  of  the 
auditing  standard  setters  rather  than 
including  specific  requirements  in  the 
rule.  In  this  regard,  both  the  current  and 
proposed  rule  state  that  the  independent 
public  accountant’s  attestation  and 
report  on  internal  control  over  financial 
reporting  shall  be  made  in  accordance 
with  generally  accepted  standards  for 
attestation  engagements.  However,  as 
previously  noted,  the  FDIC  has  found 
some  independent  public  accountants’ 
internal  control  attestation  reports  to  be 
less  than  sufficiently  informative,  and 
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given 'the  varying  degrees  erf  fanriliarity'* 
of  institution  management  and  audit  i‘ 
committee  members  with  professional  ‘ 
auditing  standards,  the  FDIC  has 
decided  to  retain  the  specific 
requirements  set  forth  in  the  proposed 
rule.  The  FDIC  also  believes  that 
including  these  requirements  in  the 
proposed  rule  will  assist  audit 
committee  members  in  the  performance 
of  their  duties  regarding  the  oversight  of 
the  external  auditor.  However,  the  FDIC 
has  revised  §  363.3(b)  to  clarify  that  the 
auditor’s  report  on  internal  control  over 
financial  reporting  should  satisfy  the 
requirements  set  forth  in  both  part  363 
and  applicable  professional  standards. 

In  this  regard,  and  consistent  with 
guidance  the  FDIC  issued  in  February 
2008,5  the  FDIC  has  also  revised 
§  363.3(b)  and  added  guideline  18A  to 
clarify  that  the  attestation  report  on 
internal  control  over  financial  reporting 
may  he  made  in  accordance  with  the 
PCAOB’s  auditing  standards  even  if  the 
institution  is  a  nonpublic  company  or  a 
subsidicU'y  of  a  nonpublic  company. 

2.  Communications  With  Audit 
Committee 

According  to  section  204  of  SOX,  an 
accountant  who  audits  a  public 
.  company’s  financial  statements^should 
report  on  a  timely  basis  to  the 
company’s  audit  committee;  (1)  All 
critical  accounting  policies,  (2) 
alternative  accounting  treatments 
discussed  with  management,  and  (3) 
written  communications  provided  to 
management,  such  as  a  management 
letter  or  schedule  of  unadjusted 
differences.  The  FDIC  has  encouraged 
institutions,  regardless  of  whether  they 
are  public  companies,  to  arrange  with 
their  accountant  to  institute  these 
reporting  practices'.®  Requirements  that 
are  similar,  bat  not  identical,  to  those 
set  forth  in  section  204  apply  to 
accountants  who  audit  the  financial 
statements  of  entities  that  are  not 
public.^  Therefore,  consistent  with 
current  best  practices  and  standards  for 
audits  of  both  public  and  non-public 
entities,  the  FDIC  proposed  to  amend 
part  363  hy  adding  §  363.3(d), 
Communications  with  audit  committee, 
to  set  a  uniform  minimum  requirement 
for  such  communication.  As  proposed, 

§  363.3(d)  would  require  the 
independent  public  accountant  to  report 


®  See  FDIC  Financial  Institution  Letter  (FIL)  5- 
2008,  dated  February  1,  2008. 

®See  FDIC  Financial  Institution  Letter  (FIL)  17- 
2003,  dated  March  5,  2003. 

^  See  Statement  on  Auditing  Standards  No.  114, 
The  Auditor’s  Communication  With  Those  Charged 
With  Governance,  December  2006. 


the  information  identified  in  section  204 
of  SOX  to  the  audit  committee. 

While  the  majority  of  commenters  did 
not  comment  on  the  independent  public 
accountant’s  communications  with 
audit  committees,  three  commenters 
expressed  the  following  concerns; 

•  The  communication  requirements 
for  auditors  of  nonpublic  entities  are 
included  in  the  AICPA’s  standards  and 
those  for  auditors  of  public  companies 
are  established  by  the  PCAOB  and  the 
SEC.  Rather  than  memorializing  these 
communication  requirements  in  the 
rule,  refer  to  the  existing  standards  of 
the  AICPA,  the  PCAOB,  and  the  SEC. 

•  The  proposed  amendments  overlap 
the  requirements  of  the  AICPA 
standards  and  do  not  align  with  the 
communication  required  by  SEC  rules 
and  regulations  and  may  cause 
confusion  as  to  the  required 
communications.  The  requirements 
should  either  be  removed  in  their 
entirety  or  clarified  and  aligned. 

•  SOX  practices  and  principles 
regarding  audit  committee 
communications  should  be  restricted  to 
publicly  held  banks. 

•  Auditors  should  not  be  required  to 
report  critical  accounting  policies, 
alternative  accounting  treatments,  and 
schedules  of  unadjusted  differences  to 
the  audit  committee.  Management 
should  have  discretion  as  to  whether 
these  communications  should  be 
reported  to  the  audit  committee. 

The  FDIC  has  considered  the  concerns 
raised  by  the  commenters,  including  the 
suggestion  that  the  rule  be  revised  to 
refer  to  the  existing  standards  of  the 
auditing  standard  setters  (AICPA, 
PCAOB,  and  SEC)  rather  than  including 
specific  requirements  in  the  rule. 
Although  the  existing  auditing 
standards  for  both  public  and  nonpublic 
companies  set  forth  the  requirements  for 
the  independent  public  accountant’s 
communications  with  audit  committees, 
the  FDIC  believes  that,  given  the  varying 
degrees  of  familiarity  of  audit  committee 
members  with  professional  auditing 
standards,  setting  forth  the  requirements 
for  the  auditor’s  communications  with 
audit  committees  in  the  proposed  rule 
will  assist  audit  committee  members  in 
the  performance  of  their  duties 
regarding  the  oversight  of  the  external 
auditor.  Therefore,  the  FDIC  has 
decided  to  retain  the  requirements  set 
forth  in  the  proposed  rule.  However,  the 
FDIC  has  revised  §  363.3(d)  to  clarify 
that  the  auditor  should  satisfy  the  audit 
committee  communication  requirements 
set  forth  in  both  part  363  and  applicable 
professional  standards.  Also,  based  on 
its  review  of  the  professional  standards 
regarding  auditors’  communications 
with  audit  committees,  the  FDIC 


believes  that  the  revised,  requirements  in 
the  proposed  rule  are  consistent  with  > 
the  existing  professional  standards. . 

3.  Retention  of  Working  Papers 

Section  36(g)(3)(A)  of  the  FDI  Act 
states  that  an  independent  public 
accountant  who  performs  audit  services 
required  by  section  36  must  agree  to 
provide  related  working  papers  to  the 
FDIC,  any  appropriate  Federal  banking 
agency,  and  any  State  bank  supervisor. 
The  SEC’s  rules  and  the  auditing 
standards  for  public  companies  specify 
a  7-year  retention  period  for  audit 
working  papers  while  the  auditing 
standards  for  nonpublic  companies 
provide  that  the  retention  period  for 
audit  working  papers  should  not  be 
shorter  than  five  years.®  The  FDIC 
believes  that  a  uniform  retention  period 
should  apply  to  audits  of  all  institutions 
subject  to  part  363.  Accordingly,  the 
FDIC  proposed  to  amend  part  363  by 
adding  §  363.3(e),  Retention  of  working 
papers.  As  proposed,  §  363.3(e)  would 
require  the  independent  public 
accountant  to  retain  the  working  papers 
related  to  its  audit  of  the  financial 
statements  and,  if  applicable,  its 
evaluation  of  internal  control  over 
financial  reporting  for  seven  years. 

One  commenter  stated  that  the  five- 
year  retention  period  specified  by  the 
AICPA’s  auditing  standards  is 
appropriate  for  nonpublic  companies. 
Another  commenter  was  concerned  that 
the  proposed  seven-year  retention 
period  may  cause  extra  burden  and 
expense  for  independent  public 
accountants  of  nonpublic  institutions. 

Under  section  36  and  part  363,  the 
requirement  for  institutions  to  undergo 
audits  of  their  financial  statements  and, 
if  applicable,  assessments  of  their 
internal  control  over  financial  reporting 
does  not  depend  on  whether  they  are 
public  or  nonpublic  companies.  Thus, 
the  FDIC  believes  that  the  retention 
requirement  for  the  working  papers 
associated  with  auditors’  performance  of 
these  services  should  also  be 
independent  of  whether  institutions  are 
public  or  nonpublic  companies.  In  this 
regard,  the  FDIC  notes  that  the  AICPA’s 
auditing  standards  for  nonpublic 
companies  acknowledge  that  working 
paper  retention  periods  may  exceed  five 
years.  After  considering  the  comments, 
the  FDIC  continues  to  believe  that  a 
uniform  retention  period  for  audit 
working  papers  should  apply  to  all 
institutions  subject  to  part  363. 
Therefore,  the  FDIC  has  decided  to 


®  See  Rule  2-06  of  the  SEC’s  Regulation  S-X,  the 
PCAOB’s  Auditing  Standard  No.  3,  Audit 
Documentation,  June  2004,  and  the  AICPA’s 
Statement  on  Auditing  Standards  No.  103,  Audit 
Documentation,  December  2005. 
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retain  the  proposed  sev^n-year  retention 
peripd  for  working  papers  related  to  - 
audits  of  finanpiaJ  statements  and 
evaluations  of  internal  control  over 
financial  reporting. 

4.  Independence 

Section  36  of  the  FDI  Act  states  that 
an  “independent  public  accountant” 
must  perform  the  audit  and  attestation 
services  required  by  section  36  but  it 
does  not  define  “independent,”  leaving 
this  to  the  FDIC’s  rulemaking  authority. 
As  adopted  by  the  FDIC  in  1993,  part 
363  includes  guideline  14, 

Independence,  which  identifies  the 
independence  standards  applicable  to 
accountants  performing  services  under 
section  36  and  part  363.  This  guideline 
specifies  that  the  independent  public 
accountant  must  comply  with  the 
independence  standards  applicable  to 
audits  of  both  nonpublic  and  public 
companies.  In  2003,  the  agencies  jointly 
issued  rules  of  practice  to  implement 
the  enforcement  provisions  of  section 
36(g)(4),  which  authorize  the  FDIC  or  an 
appropriate  Federal  banking  agency  to 
remove,  suspend,  or  bar  an  accountant, 
for  good  cause,  from  performing  audit 
and  attestation  services  for  institutions 
subject  to  section  36  and  part  363.®  To 
enhance  the  enforceability  of  the 
independence  standards  with  which  an 
accountant  must  comply  for  purposes  of 
part  363,  the  FDIC  proposed  to  move  the 
independence  requirements  for 
independent  public  accountants  from 
guideline  14,  Independence,  to  new 
§  363.3(f),  Independence.  As  proposed, 

§  363.3(f)  would  retain  the  original 
independence  concept  of  part  363,  i.e., 
auditor  compliance  with  the 
independence  standards  applicable  to 
both  nonpublic  and  public  company 
audits,  by  clenifying  that  the 
independent  public  accountant  must 
comply  with  the  independence 
standards  and  interpretations  of  the 
PCAOB  for  audits  of  public  companies 
that  have  been  approved  by  the  SEC  in 
addition  to  the  independence  standards 
and  interpretations  of  the  AICPA  and 
the  SEC. 

Two  commenters  stated  that  the 
proposed  amendment  with  its  explicit 
reference  to  compliance  with  the 
PCAOB’s  independence  standards 
represents  a  best  practice  and  that  the 
coordination  of  the  independence 
standards  in  part  363  with  the 
independence  standards  of  the  AICPA, 
the  SEC,  and  the  PCAOB  will  reduce 
uncertainty.  Nevertheless,  one 
commenter  recommended  that  the  FDIC 
clarify  whether  an  independent  public 
accountant  should  (a)  comply  with  the 
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most  restrictive  independence,  ^  ,  a-  , 

requirement  addressing  a  particular  j. 
matter  or  (b)  comply  with  the 
independence  requirements  that  pertain 
only  to  public  companies.  In  contrast, 
six  commenters  (which  included  the 
three  bankers’  trade  organizations  and 
two  of  the  four  accounting  firms)  were 
opposed  to  or  expressed  concerns  about 
the  proposed  amendment.  These 
commenters  stated  that: 

•  The  FDIC  should  individually 
evaluate  and  clarify  the  applicability  of 
each  new  SEC  and  PCAOB 
independence  staindard. 

•  The  FDIC  should  revise  part  363  to 
require  the  auditors  of  public 
institutions  to  meet  the  independence 
rules  of  the  SEC  and  the  PCAOB  and  the 
auditors  of  nonpublic  institutions  to 
meet  only  the  AICPA’s  independence 
rules. 

•  Applying  the  independence 
standards  of  the  SEC  and  the  PCAOB 
equally  to  all  independent  public 
accountants  may  prohibit  certain 
independent,  public  accountants  from 
performing  engagements  for  nonpublic 
institutions  subject  to  part  363. 

•  Adding  the  PCAOB’s  independence 
rules  to  the  existing  requirement  for 
compliance  with  the  independence 
rules  of  the  SEC  and  the  AICPA  could 
be  problematic  for  some  community 
banks  because:  (1)  Some  banks  may  not 
have  ready  access  to  multiple 
accounting  firms  that  satisfy  the 
independence  requirements  of  the 
PCAOB,  the  SEC,  and  the  AICPA;  and 
(2)  it  creates  a  third  set  of  standards  that 
the  audit  committee  will  need  to  review 
on  a  regular  basis  in  order  to  fulfill  its 
duties. 

•  Education  efforts  to  explain  the 
auditor  independence  requirements  of 
part  363  will  be  needed  because:  (1) 
Many  institutions  subject  to  part  363  are 
nonpublic;  and  (2)  many  independent 
public  accountants  that  provide  services 
to  nonpublic  institutions  are  not 
registered  with  the  PCAOB  and  may  not 
be  familiar  with  the  independence 
standards  of  the  SEC  and  the  PCAOB. 

The  foundation  for  auditor 
independence  standards  is  the  principle 
that  auditors  who  provide  audit  services 
must  be  independent  in  fact  and 
appearance  with  respect  to  their  audit 
clients.  The  FDIC  notes  that  the 
independence  rules  of  the  SEC  and 
AICPA  have  been  applicable  to  audits  of 
both  public  and  nonpublic  institutions 
subject  to  part  363  since  the 
implementation  of  part  363  in  1993. 
More  recently,  SOX  granted  additional 
authority  to  set  independence  standards 
for  accounting  firms  performing  audits 
of  public  companies  (issuers)  to  the 
PCAOB.  In  this  regard,  the  PCAOB’s 


independence  standards  do  not  become 
effective  unless  and  until  they  are 
approved  by  the  SEC,  which  means  that 
they  are  tantamount  to  SEC 
independence  standards. 

The  FDIC  acknowledges  that  both  the 
AICPA’s  and  the  SEC’s  auditor 
independence  standards,  including 
those  of  the  PCAOB,  have  evolved  over 
time.  The  FDIC  recognizes  that  the  effect 
of  periodic  changes  in  these  auditor 
independence  standards  carries  over  to 
accountants  with  insured  depository 
institution  audit  clients  subject  to  part 
363  regardless  of  whether  these  clients 
are  public  or  nonpublic  institutions. 
Thus,  as  the  AICPA,  the  SEC,  and  the 
PCAOB  periodically  revise  their  auditor 
independence  standards,  independent 
public  accountants  performing  audit 
and  attest  services  under  part  363  must 
take  appropriate  steps  to  ensure  that 
they  continue  to  satisfy  the 
qualifications  for  accountants  with 
respect  to  independence  that  are  set 
forth  in  part  363.  While  changes  in 
independence  standards  can  be 
burdensome  to  auditors  and  their 
clients,  given  the  importance  of  the 
independence  of  the  accountants  who 
provide  audit  services  to  institutions 
subject  to  part  363,  which  in  number 
comprise  the  largest  17  percent  of  the 
insured  depository  institutions,  the 
FDIC  continues  to  believe  that  it  is  in 
the  public  interest  for  independence 
standards  to  apply  uniformly  to  all 
accountants  performing  these  services. 
To  achieve  this  objective,  auditors  of 
institutions  subject  to  part  363  should 
continue  to  comply  with  all  of  the 
independence  standards  applicable  to 
both  nonpublic  and  public  institutions 
that  are  established  by  the  AICPA,  the 
SEC,  and  the  PCAOB  rather  than  to 
comply  with  these  standards  on  a 
selective  or  exclusionary  basis. 
Therefore,  the  FDIC  has  decided  to 
proceed  with  the  proposed  amendment 
to  the  auditor  independence  provisions 
of  part  363. 

However,  as  recommended  by  a 
commenter,  the  FDIC  has  revised  the 
proposed  rule  to  clarify  that  if  a 
provision  within  one  of  the  applicable 
independence  standards  is  more 
restrictive  than  a  provision  addressing 
the  same  subject  matter  in  one  of  the 
other  independence  stemdards,  the 
independent  public  accountant  must 
comply  with  the  more  restrictive 
independence  requirement.  For 
example,  an  external  auditor  is 
permitted  to  provide  internal  audit 
outsourcing  services  to  an  audit  client 
under  the  AICPA’s  independence  rules, 
but  the  independence  rules  of  the  SEC 
and  the  PCAOB  generally  prohibit  an 
external  auditor  from  providing  such 
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services  to  an  audit  client.  In  this 
example,  the  external  auditor  would 
have  to  comply  with  the  more  restrictive 
independence  requirements  of  the  SEC 
and  the  PCAOB. 

5.  Peer  Reviews 

Section  36(g)(3KA)(ii)  of  the  FDI  Act 
requires  an  independent  public 
accountant  to  have  received  a  peer 
review  or  he  enrolled  in  a  peer  review 
program  that  meets  acceptable 
guidelines.  At  present,  guideline  15  to 
part  363  provides  that  to  be  acceptable, 
a  peer  review  should,  among  other 
things,  be  generally  consistent  with 
AICPA  standards.  Since  part  363  was 
originally  adopted,  the  PCAOB  has  been 
created  and  conducts  inspections  of 
registered  public  accounting  firms,  some 
of  which  audit  insured  depository 
institutions  subject  to  part  363  or  their 
parent  holding  companies.  These 
inspections  serve  a  similar  purpose  as 
peer  reviews.  In  addition,  the  PCAOB 
issues  reports  on  its  inspections  of  these 
accounting  firms. 

In  response  to  this  development  and 
in  light  of  the  agencies’  issuance  of  rules 
of  practice  implementing  the 
enforcement  provisions  of  section  36, 
the  FDIC  proposed  to  add  new  §  363.3(g) 
on  peer  reviews.  The  FDIC  proposed  to 
move  the  requirements  for  peer  reviews, 
the  filing  of  peer  review  reports,  and  the 
retention  of  peer  review  working  papers 
from  guideline  15,  Peer  Reviews,  and 
guideline  16,  Filing  Peer  Review 
Reports,  to  §  363.3(g).  As  proposed, 

§  363.3(g)  clarified  that  acceptable  peer 
reviews  include  peer  reviews  performed 
in  accordance  with  the  AICPA’s  Peer 
Review  Standards  and  inspections 
conducted  by  the  PCAOB.  It  also 
provided  that  the  FDIC  would  not  make 
available  for  public  inspection  the 
portion  of  any  peer  review  report  and 
inspection  report  determined  to  be 
nonpublic  by  the  AICPA  and  the 
PCAOB,  respectively.  Finally,  the  FDIC 
proposed  to  revise  guideline  15  to 
explain  that  to  be  acceptable  a  peer 
review,  other  than  a  PCAOB  inspection, 
should  be  generally  consistent  with 
AICPA  Peer  Review  Standards. 

In  their  comments  on  the  proposal,  all 
four  accounting  firms  and  the 
accountants’  trade  organization  did  not 
object  to  filing  the  public  portions  of 
PCAOB  inspection  reports,  but  were 
opposed  to  filing  the  nonpublic  portions 
of  these  reports.  These  commenters  also 
expressed  the  following  concerns: 

•  The  proposed  requirement  is 
contrary  to  existing  law  (SOX)  and  the 
professional  standards  of  the  PCAOB. 
An  accounting  firm  should  be  required 
to  submit  the  nonpublic  portion  of  a 


PCAOB  inspection  report  to  the  FDIC 
only  if  it  is  made  public  by  the  PCAOB. 

•  Pursuant  to  Section  104(g)(2)  of 
SOX,  the  PCAOB  cannot  disclose  the 
nonpublic  portion  of  an  inspection 
report  unless  criticisms  of  the 
accounting  firm’s  quality  controls 
remain  uiuremediated  12  months  after 
the  issuance  of  the  report.  There  are 
only  two  exceptions  to  the  statutory 
prohibition:  (1)  Disclosure  to  the  SEC 
and  State  boards  of  public  accountancy, 
cmd  (2)  to  a  “Federal  functional 
regulator”  when  the  PCAOB  Board,  in 
its  discretion,  determines  that 
disclosure  is -necessary.  The  PCAOB  has 
not  made  such  a  determination 
regarding  any  Federal  hanking  agency. 

•  Since  AICPA  peer  review  reports 
and  public  portions  of  the  PCAOB 
inspection  reports  are  available  to  the 
FDIC  on  the  AICPA  and  PCAOB  Web 
sites,  there  should  not  be  a  requirement 
for  auditors  to  submit  reports  directly  to 
the  FDIC. 

In  response  to  the  concerns  raised  by 
the  commenters,  the  FDIC  has  revised 
the  proposed  cunendment  to  require 
independent  public  accountants  to  file 
only  the  public  portions  of  PCAOB 
inspection  reports.  The  revised 
amendment  also  requires  independent 
public  accountants  to  file  previously 
nonpublic  portions  of  any  PCAOB 
inspection  report  within  15  days  of  the 
PCAOB  making  such  portions  public. 
The  FDIC  has  retained  the  existing 
requirement  for  independent  public 
accountants  to  file  peer  review  reports, 
accompanied  by  any  letters  of 
comments,  response,  and  acceptance. 

Regarding  AICPA  peer  review  reports, 
the  FDIC  notes  that  these  reports  are 
publicly  available  on  the  AICPA  Web 
site  for  some,  but  not  all,  independent 
public  accountants  and  accounting 
firms.  The  AICPA’s  standards  for 
performing  and  reporting  on  peer 
reviews  do  not  require  independent 
public  accountants  or  accounting  firms 
to  post  their  peer  review  reports  on  the 
AICPA  Web  site.  However,  members  of 
the  AICPA’s  audit  quality  centers  and 
the  Private  Companies  Practice  Section 
post  their  review  reports  on  the  AICPA 
Web  site,  certain  firms  voluntarily  make 
their  peer  review  reports  public,  and 
other  firms  make  some  aspects  of  their 
peer  review  reports  available  when 
required  by  a  State  board  of  public 
accountancy  or  the  Government 
Accountability  Office.  Furthermore, 
since  section  36  of  the  FDI  Act  requires 
peer  review  reports  to  be  filed  with  the 
FDIC  and  made  available  for  public 
inspection,  the  FDIC  cannot  override 
this  statutory  requirement  despite  the 
present  availability  of  most  of  these 
reports  on  the  PCAOB  and  AICPA  Web 


sites.  The  FDIC  has  therefore  retained 
the  filing  requirement  for  AICPA  peer 
review  reports  and  the  public  portions 
of  PCAOB  inspection  reports. 

6.  Notice  of  Termination 

Guideline  26,  Notices  Concerning 
Accountants,  permits  an  institution  that 
is  a  public  company  or  a  subsidiary  of 
a  public  company  to  satisfy  the 
requirement  for  filing  a  notice  of 
termination  of  its  independent  public 
accountant  by  using  its  current  report 
(e.g.,  SEC  Form  8-K)  concerning  a 
change  in  accountant  to  satisfy  the 
similar  notice  requirements  of  part  363. 
To  reduce  regulatory  burden  and 
provide  flexibility  to  the  independent 
public  accountant  of  such  an  institution, 
the  FDIC  proposed  to  amend  guideline 
20,  Notice  of  Termination,  to  permit  the 
independent  public  accountant  to 
satisfy  the  requirement  to  file  a  notice 
of  termination  of  its  services  in  a  similar 
manner.  No  comments  were  received  on 
this  aspect  of  the  proposal. 

D.  Filing  and  Notice  Requirements 
(§363.4  and  Guidelines  22-26) 

1.  Annual  Reporting 

At  present,  the  annual  reporting 
requirements  of  part  363  require  each 
insured  depository  institution  to  file  its 
Part  363  Annual  Report  within  90  days 
after  the  end  of  its  fiscal  year.  Each 
institution  is  also  required  to  file  the 
independent  public  accountant’s  report 
on  the  audited  financial  statements  and, 
if  applicable,  the  accountant’s 
attestation  report  on  management’s 
assessment  of  internal  control  over 
financial  reporting,  both  of  which  are 
components  of  the  Part  363  Annual 
Report,  within  15  days  of  receipt  by  the 
institution,  which,  at  times,  has 
presented  a  conflict  with  the  annual 
report  filing  requirement.  The  FDIC  has 
also  noted  that  earlier  filing  deadlines 
established  by  the  SEC  for  annual 
reports  filed  by  certain  public 
companies  under  the  Federal  securities 
laws  (e.g.,  SEC  Form  10-K)  and  more 
robust  auditing  standards  related  to 
internal  control  over  financial  reporting 
have  had  an  impact  on  the  management 
of  institutions,  on  the  resources  of 
independent  public  accountants,  and  on 
auditing  costs. 

To  reduce  cost  and  burden,  the  FDIC 
proposed  to  amend  §  363.4(a)  by 
extending  the  time  period  within  which 
an  insured  depository  institution  that  is 
not  a  public  company  or  a  subsidiary  of 
a  public  company  must  file  its  Part  363 
Aimual  Report  fi-om  within  90  days  to 
within  120  days  after  the  end  of  its 
fiscal  year.  As  proposed,  an  insured 
depository  institution  that  is  a  public 


35738 


Federal  Register/ Vol.  74,  No.  137/Monday,  July  20,  2009/Rules  and  Regulations 


company,  or  that  is  a  subsidiary  of  a 
public  company  that  meets  certain 
criteria,  would  continue  to  be  required 
to  file  its  Part  363  Annual  Report  within 
90  days  after  the  end  of  its  fiscal  year, 
which  is  consistent  with  the  maximum 
time  frame  that  public  companies  have 
for  filing  annual  reports  under  the 
Federal  secmities  laws.  The  proposed 
amendment  would  also  eliminate  the 
ambiguity  in  §  363.4  concerning  the 
filing  deadline  for  the  components  of 
the  Part  363  Annual  Report  that  are 
prepared  by  the  independent  public 
accountant. 

An  insured  depository  institution 
with  consolidated  total  assets  of  less 
than  $1  billion  that  is  a  public  company 
or  a  subsidiary  of  a  public  company  is 
required  to  file  management’s 
assessment  of  the  effectiveness  of 
internal  control  over  financial  reporting 
with  the  SEC  or  the  appropriate  Federal 
hanking  agency  in  accordance  with  the 
compliance  dates  of  the  SEC’s  rules 
implementing  section  404  of  SOX. 
Management’s  findings  and  conclusions 
with  respect  to  internal  control  over 
financial  reporting,  as  disclosed  in  the 
assessment  that  management  files  with 
the  SEC  or  the  appropriate  Federal 
banking  agency,  provide  information 
that  would  aid  in  meeting  the  objective 
of  section  36  of  the  FDI  Act.  Therefore, 
the  FDIC  proposed  to  add  a  provision  to 
§  363.4(a)  that  would  require  an 
institution  of  this  size  to  submit  a  copy 
of  management’s  section  404  internal 
control  assessment  with  its  Part  363 
Annual  Report,  but  this  assessment 
would  not  be  considered  part  of  the 
institution’s  Part  363  Annual  Report. 

Five  commenters  expressed  support 
for  the  proposed  extension  of  the  filing 
deadline  for  the  Part  363  Annual  Report 
for  an  institution  that  is  not  a  public 
company  or  a  subsidiary  of  a  public 
company.  These  commenters  stated  that 
the  additional  30  days  will  help  to 
ensure  that  auditors  are  able  to  devote 
sufficient  resources  to  the  nonpublic 
engagements,  provide  nonpublic 
institutions  with  the  additional  time 
needed  to  comply  with  the  filing 
requirements,  and  may  help  to  reduce 
the  cost  of  independent  audits. 

At  present,  part  363  specifies  that  the 
Part  363  Annual  Reports  and  reports  on 
peer  reviews  shall  be  available  for 
public  inspection.  Except  for 
management  letters,  which  are  exempt 
fi'om  public  disclosure  pursuant  to 
existing  guideline  18,  part  363  does  not 
address  the  availability  of  other  reports 
and  notifications  required  to  be  filed 
under  part  363.  Consistent  with  the 
FDIC’s. longstanding  practice,  the  FDIC 
has  revised  the  proposed  rule  to  clarify 
that,  except  for  the  annual  reports. 


AICPA  peer  review  reports,  and  PCAOB 
inspection  reports,  which  shall  be 
available  for  public  inspection,  all  other 
reports  and  notifications  required  to  be 
filed  under  part  363  are  exempt  fi-om 
public  disclosme  by  the  FDIC. 

2.  Independent  Public  Accountant’s 
Reports 

Section  36(h){2)(A)  of  the  FDI  Act  and 
§  363.4(c)  require  an  institution  to  file  a 
copy  of  any  management  letter  or  other 
report  issued  by  its  independent  public 
accountant  that  pertains  to  the  financial 
statement  audit  and  the  attestation  on 
internal  control  over  financial  reporting 
within  15  days  after  receipt  by  the 
institution.  The  FDIC’s  experience  in 
administering  part  363  indicates  that 
institutions  are  often  vmcertain  as  to 
which  types  of  reports  they  receive  from 
their  independent  public  accountant 
must  be  submitted  to  the  FDIC,  the 
appropriate  Federal  banking  agency, 
and  any  appropriate  State  hank 
supervisor  pursuant  to  this  filing 
requirement.  As  stated  above,  this 
uncertainty  extends  to  this  15-day  filing 
requirement  and  its  relationship  to  the 
filing  deadline  for  the  Part  363  Annual 
Report.  To  clarify  the  requirements  for 
the  filing  of  accountants’  reports,  the 
FDIC  proposed  to  amend  §  363.4(c), 
Independent  public  accountant’s  letters 
and  reports,  by  providing  examples  of 
the  types  of  reports  issued  by  an 
institution’s  independent  public 
accountant,  except  for  the  accountant’s 
reports  that  are  required  to  be  included 
in  the  institution’s  Part  363  Annual 
Report,  that  are  to  be  filed  within  15 
days  after  receipt.  As  proposed. 
Guideline  25,  Independent 
Accountant’s  Reports,  would  be  deleted 
because  it  would  be  redundant  and  no 
longer  needed. 

In  the  Interagency  Advisory  on  the 
Unsafe  and  Unsound  Use  of  Limitation 
of  Liability  Provisions  in  External  Audit 
Engagement  Letters,  the  Federal  banking 
agencies  expressed  their  concerns  about 
limitation  of  liability  provisions 
included  in  external  audit  engagement 
letters  and  advised  institutions  against 
entering  into  engagement  letters 
containing  such  provisions.^®  To  enable, 
the  FDIC  to  timely  review  institutions’ 
engagement  letters  with  their 
independent  public  accountants,  the 
FDIC  also  proposed  to  amend  §  363.4(c) 
to  require  institutions  to  file  copies  of 
audit  engagement  letters,  including  any 
related  agreements  and  amendments, 
with  the  FDIC,  the  appropriate  Federal 
banking  agency,  and  any  appropriate 


See  71  FR  6847,  February  9,  2006,  and  FDIC 
Financial  Institution  Letter  (FIL)  13-2006,  issued  on 
the  same  date. 


State  bank  supervisor  within  15  days  of 
acceptance  by  the  institution. 

Eight  commenters  (which  included 
two  bank  trade  organizations,  three 
accounting  firms,  and  the  accountants’ 
trade  organization)  opposed  requiring 
institutions  to  file  audit  engagement 
letters  and  were  concerned  about  their 
public  availability.  These  commenters 
stated  that: 

•  It  is  not  essential,  practical,  or 
beneficial  for  an  institution  to  file  the 
audit  engagement  letter.  The 
requirement  for  the  audit  committee  to 
ensure  that  the  letter  does  not  contain 
any  inappropriate  limitation  of  liability 
provisions  is  sufficient  and  appropriate. 

•  Instead  of  requiring  institutions  to 
file  audit  engagement  letters,  the  FDIC 
could  require  management’s  report  to 
include  a  statement  that  the  audit 
engagement  letter  has  been  reviewed  for 
imsafe  and  unsound  limitation  of 
liability  provisions. 

•  The  final  rule  should  specify  that 
audit  engagement  letters  filed  with  the 
FDIC  are  “exempt  from  disclosure” 
under  FOIA. 

The  FDIC  notes  that,  since  the 
publication  of  the  proposed  rule,  the 
AICPA’s  Professional  Ethics  Executive 
Committee  has  adopted  Interpretation 
No.  501-8,  Failure  to  Follow 
Requirements  of  Governmental  Bodies, 
Commissions,  or  Other  Regulatory 
Agencies  on  Indemnification  and 
Limitation  of  Liability  Provisions  in 
Connection  With  Audit  and  Other  Attest 
Services,  which  became  effective  July 
31‘,  2008.^''  This  ethics  interpretation 
states:  • 

Certain  governmental  bodies,  commissions, 
or  other  regulatory  agencies  (collectively, 
regulators)  have  established  requirements 
through  laws,  regulations,  or  published 
interpretations  that  prohibit  entities  subject 
to  their  regulation  (regulated  entity)  from 
including  certain  types  of  indemnification 
and  limitation  of  liability  provisions  in 
agreements  for  the  performance  of  audit  or 
other  attest  services  that  are  required  by  such 
tegulators  or  that  provide  that  the  existence 
of  such  provisions  causes  a  member  to  be 
disqualified  from  providing  such  services  to 
these  entities.  For  example.  Federal  banking 
regulators.  State  insurance  commissions,  and 
the  Securities  and  Exchange  Commission 
have  established  such  requirements. 

If  a  member  enters  into,  or  directs  or 
knowingly  permits  another  individual  to 
enter  into,  a  contract  for  the  performance  of 
audit  or  other  attest  services  that  are  subject 
to  the  requirements  of  these  regulators,  the 
member  should  not  include,  or  knowingly 
permit  or  direct  another  individual  to 
include,  an  indemnification  or  limitation  of 


The  full  text  of  the  Interpretation  can  be  found 
on  the  AICPA’s  Web  site  at  the  following  link; 
http://www.aicpa.org/download/ethics/ 
EDITED_Adopted_501_8_final.pdf. 
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liability  provision  that  would  cause  the 
regulated  entity  or  member  to  be  disqualified 
from  providing  such  services  to  the  regulated 
entity.  A  member  who  enters  into,  or  directs 
or  knowingly  permits  another  individual  to 
enter  into,  such  an  agreement  for  the 
performance  of  audit  or  other  attest  services 
that  would  cause  the  regulated  entity  or  a 
member  to  be  in  violation  of  such 
requirements,  or  that  would  cause  a  member 
to  be  disqualified  from  providing  such 
services  to  the  regulated  entity,  would  be 
considered  to  have  committed  an  act 
discreditable  to  the  profession. 

In  consideration  of  the  comments 
received  and  the  issuance  of  this  ethics 
interpretation,  the  FDIC  has  reevaluated 
this  aspect  of  the  proposal  and  has 
decided  to  remove  the  proposed 
requirement  to  file  audit  engagement 
letters,  which  will  eliminate  the  burden 
that  would  have  been  associated  with 
this  filing  requirement.  However,  the 
FDIC  cautions  institutions  and 
independent  public  accountants  that 
including  unsafe  and  vmsound 
limitation  of  liability  provisions  in  audit 
engagement  letters  could  result  in 
adverse  consequences.  For  example,  the 
FDIC  could  determine  that  an  audit  of 
an  institution’s  financial  statements 
and,  if  applicable,  its  internal  control 
over  financial  reporting  that  has  been 
performed  pmsuint  to  an  engagement 
letter  containing  these  unsafe  and 
unsound  provisions  does  not  satisfy  the 
requirements  of  part  363.  The 
institution  could  then  be  directed  to 
engage  a  different  independent  public 
accountant  to  perform  another  audit. 

The  independent  public  accountant 
whose  engagement  letter  contained  the 
unsafe  and  unsound  limitation  of 
liability  provisions  could  also  be  subject 
to  supervisory  action  by  the  FDIC  or  the 
institution’s  primary  Federal  regulator 
as  well  as  disciplinary  action  by  the 
relevant  State  board  of  public 
accountancy  and  the  AICPA  for  an  act 
discreditable  to  the  profession. 

3.  Notification  of  Late  Filing 

Guideline  23,  Relief  from  Filing 
Deadlines,  currently  provides  that  in  the 
occasional  event  that  an  institution  is 
confronted  with  extraordinary 
circumstances  beyond  its  reasonable 
control  that  justifies  cm  extension  of  the 
deadline  for  filing  its  Part  363  Annual 
Report  or  another  required  report  or 
notice,  the  institution  may  submit  a 
written  request  for  an  extension  of  the 
filing  deadline  of  not  more  than  30  days 
that  explains  the  reasons  for  the  request. 
Such  a  request  may  be  granted  for  good 
cause.  Over  the  last  several  years,  the 
reasons  set  forth  in  the  requests  for 
extensions  of  time  for  filing  Part  363 
Annual  Reports  that  have  been 
submitted  to  the  FDIC  generally  did  not 


represent  extraordinary  circumstances 
beyond  the  institution’s  reasonable 
control,  the  standard  currently  set  forth 
in  guideline  23.  Also,  several  extension 
requests  were  repeats  of  requests  from 
the  same  institutions  from  the  previous 
year. 

Based  upon  this  experience  and  given 
the  proposed  amendment  to  §  363.4(a) 
to  extend  the  filing  deadline  for  Part  363 
Annual  Reports  for  non-public 
institutions  from  90  to  120  days,  the 
FDIC  proposed  to  replace  the  extensions 
of  time  for  filing  reports  that  are 
available  only  in  extraordinary 
circumstances  under  guideline  23  with 
a  new  §  363.4(e),  Notification  of  late 
filing.  In  place  of  filing  extensions  that 
have  limited  applicability,  this  new 
section  would  be  applicable  to  all 
institutions  and  would  require  an 
institution  that  is  unable  to  timely  file 
all  or  any  portion  of  its  Part  363  Annual 
Report  or  any  other  report  or  notice 
required  to  be  filed  xmder  part  363  to 
submit  a  written  notice  of  late  filing 
before  the  filing  deadline  for  the  report 
or  notice.  The  late  filing  notice  must 
disclose  the  institution’s  inability  to 
timely  file  all  or  specified  portions  of  its 
Part  363  Annual  Report  or  other  report 
or  notice,  the  reasons  therefore  in 
reasonable  detail,  and  the  date  by  which 
the  report  or  notice  will  be  filed. 

The  FDIC  also  proposed  to  amend 
guideline  23  by  changing  its  focus  ft-om 
extension  requests  to  late  filing  notices 
consistent  with  the  approach  teiken  in 
new  §  363.4(e).  Amended  guideline  23 
explains  that  submitting  a  late  filing 
notice  will  not  cure  the  apparent 
violation  of  part  363  arising  from  an 
institution’s  failure  to  timely  file  a  Part 
363  Annual  Report  or  any  other 
required  report  or  notice.  The 
supervisory  response  to  such  an 
apparent  violation  would  teike  into 
account  the  facts  and  circumstances 
surrounding  an  institution’s  delay  in 
filing.  As  proposed,  guideline  23  also 
provides  that,  if  the  late  filing  applies  to 
only  a  portion  of  the  Part  363  Annual 
Report  or  any  other  report  or  notice,  the 
components  of  the  report  or  notice  that 
have  been  completed  should  be  filed 
within  the  prescribed  filing  period 
accompanied  by  either  a  cover  letter 
that  indicates  which  components  are 
omitted  or  a  combined  late  filing  notice 
and  cover  letter. 

One  commenter  suggested  that  the 
FDIC  revise  the  proposed  rule  to 
provide  for  extensions  of  the  filing  due 
date  for  up  to  60  days  for  institutions 
that  are  not  public  companies  or 
subsidiaries  of  public  companies 
instead  of  establishing  a  late  filing 
notification  requirement.  In  the  FDIC’s 
dealings  with  institutions  unable  to  file 


their  Part  363  Annual  Reports  by  the 
filing  deadline  in  the  current  rule, 
whether  they  are  seeking  extensions  of 
the  deadline  or  not,  it  is  not  uncommon 
for  institutions  to  experience  delays  in 
their  ability  to  file  these  reports  that 
extend  well  in  excess  of  60  days  after 
the  filing  deadline.  Therefore,  the  FDIC 
believes  that  establishing  a  late  filing 
notification  requirement  is  a  more 
practical  approach  for  addressing  the 
broad  range  of  situations  when 
institutions  are  unable  to  timely  file 
reports  required  under  pjul  363  than 
providing  for  longer  extensions  of  the 
filing  deadline  in  those  cases  where  an 
institution  meets  an  extraordinary 
circumstances  standard.  Accordingly, 
the  FDIC  has  decided  to  adopt  this 
aspect  of  the  rule  as  proposed  without 
revision. 

4.  Place  for  Filing 

Current  guideline  22  identifies  the 
office  of  the  FDIC,  the  appropriate 
Federal  banking  agency,  and  the 
appropriate  State  bank  supervisor  to 
which  reports  and  notices  (other  than 
peer  review  reports)  required  by  part 
363  are  to  be  filed.  Nevertheless,  the 
FDIC  has  fovmd  that  some  institutions 
submit  required  reports  and  notices  to 
incorrect  locations.  The  FDIC  staff  also 
receives  questions  from  institutions 
asking  where  reports  and  notices  should 
be  filed.  To  make  the  information  as  to 
where  Part  363  Annual  Reports,  written 
notices  of  late  filing,  and  other  reports 
and  notices  (except  peer  review  reports) 
are  to  be  filed  more  prominent,  the  FDIC 
proposed  to  move  this  information  fi’om 
guideline  22,  Place  for  Filing,  to  a  new 
§  363.4(f),  Place  for  filing.  No  comments 
were  received  on  this  aspect  of  the 
proposal. 

E.  Audit  Committees  (§  363.5  and 
Guidelines  27-35) 

1.  Composition 

Section  36(g)(1)  of  the  FDIC  Act  and 
§  363.5(a)  require  each  insiued 
depository  institution  subject  to  part 
363  to  have  an  independent  audit 
committee  comprised  entirely  of  outside 
directors.  As  defined  in  §  363.5(a)(3),  in 
general,  an  outside  director  is  a  director 
who  is  not  an  officer  or  employee  of  the 
institution  or  any  affiliate  of  the 
institution.  In  addition,  the  outside 
directors  who  serve  on  the  audit 
committee  must  be  “independent  of 
management,”  although  a  minority  of 
the  audit  committee  members  of 
institutions  with  $500  million  or  more 
but  less  than  $1  billion  in  total  assets 
need  not  be  “independent  of 
management.”  Guideline  27, 
Composition,  requires  each  institution’s 
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board  of  directors  to  determine  at  least 
aimually  whether  existing  and  potential 
audit  committee  members  satisfy  the 
requirements  governing  audit  committee 
composition. 

In  order  for  a  board  of  directors  to 
perform  its  evaluation  of  audit 
committee  members  in  a  consistent, 
effective,  and  reviewable  manner,  the 
FDIC  believes  the  board  should  be 
guided  by  an  approved  policy  or  set  of 
criteria  that  identifies  the  factors  to  be 
taken  into  account  by  the  board. 
Accordingly,  the  FDIC  proposed  to 
amend  guideline  27  to  require  each 
institution’s  board  of  directors  to 
maintain  an  approved  set  of  written 
criteria  for  determining  whether  a 
director  who  is  to  serve  on  the  audit 
committee  is  an  outside  director  and  is 
independent  of  management  and  to 
apply  these  criteria,  at  least  annually,  to 
determine  whether  each  existing  or 
potential  audit  committee  member 
meets  the  requirements  of  section  36 
and  part  363.  The  proposed  amendment 
to  guideline  27  also  requires  that  the 
results  of  and  basis  for  the  board’s 
determination  with  respect  to  each 
existing  and  potential  audit  committee 
member  be  recorded  in  the  board’s 
minutes. 

Two  commenters  expressed  support 
for  the  proposed  requirement  in 
guideline  27  for  each  institution’s  board 
of  directors  to  adopt  written  criteria  for 
determining  if  audit  committee 
members  meet  the  requirements  of 
section  36  and  part  363  and  view  it  as 
a  best  practice.  One  of  these 
commenters  also  recommended  that  the 
FDIC  revise  or  expand  §  363.5(b)  or 
guideline  28  to  clarify  the  extent  to 
which  audit  committee  members  who 
meet  the  SEC’s  definition  of  “audit 
committee  financial  expert’’  will  be 
deemed  to  have  “banking  or  related 
financial  management  expertise”  for 
part  363  purposes. 

However,  three  commenters, 
including  one  bankers’  trade 
organization,  were  not  supportive  of  the 
proposed  amendments  to  guideline  27. 
These  commenters  objected  to  the 
documentation  requirements  for  audit 
committee  members’  independence  and 
the  requirements  for  the  board  of 
directors’  minutes  to  reflect  the  results 
of  and  basis  for  the  board’s 
determinations  regarding  audit 
committee  members’  independence.  As 
an  alternative,  two  of  these  commenters 
reconunended  that  audit  committees  be 
permitted  to  survey  existing  and 
potential  members  and  make  the  survey 
available  to  examiners  but  not  reflect 
the  survey  results  in  the  board  of 
directors’  minutes. 


In  addition  to  being  a  best  practice, 
the  FDIC  believes  that  the  adoption  and 
implementation  by  an  institution’s 
board  of  directors  of  an  approved  policy 
or  set  of  criteria  that  identify  the  factors 
to  be  taken  into  account  for  evaluating 
audit  committee  member  independence 
improves  corporate  governance. 
Documenting  the  results  of  and  basis  for 
determinations  with  respect  to  each 
existing  and  potential  audit  committee 
member  in  the  board’s  minutes  further 
supports  good  corporate  governance  and 
provides  evidence  that  the  board  is 
properly  discharging  its  responsibilities 
under  part  363  in  the  process  for 
selecting  audit  committee  members. 
Applying  an  approved  policy  or  set  of 
criteria  and  documenting  the  results 
provide  a  more  robust  and  consistent 
process  than  having  audit  committees 
themselves  survey  existing  and 
potential  committee  members  for  review 
by  examiners,  but  with  no  oversight  by 
the  entire  board  of  directors. 
Nevertheless,  an  annual  survey  of 
existing  and  potential  audit  committee 
members  by  the  board  may  be  a  useful 
mechanism  for  determining  whether 
these  individuals  satisfy  the  board’s 
policy  or  set  of  criteria.  For  these 
reasons,  the  FDIC  has  decided  to  adopt 
guideline  27  as  proposed  without  any 
revision. 

As  to  the  suggestion  regarding 
clarification  of  the  extent  to  which  audit 
committee  members  who  have  the 
attributes  of  an  “audit  committee 
financial  expert”  under  the  SEC’s  rules 
will  be  deemed  to  have  “banking  or 
related  financial  management 
expertise,”  the  FDIC  has  revised 
guideline  32,  Banking  or  Related 
Financial  Management  Expertise,  to 
clarify  that  such  persons  will  satisfy  the 
criteria  set  forth  in  the  guideline. 

Guideline  30,  Holding  Company 
Audit  Committees,  provides  guidance 
for  complying  with  the  audit  committee 
requirements  of  part  363  at  the  holding 
company  level.  The  FDIC  proposed  to 
amend  guideline  30  for  consistency 
with  the  proposed  revisions  to  the 
holding  company  provisions  of 
§  363.1(b)  and  to  reflect  the  difference  in 
the  audit  committee  composition 
requirements  in  §  363.5(a)  for 
institutions  with  more  than  and  less 
than  $1  billion  in  total  assets.  No 
comments  were  received  on  this  aspect 
of  the  proposal. 

2.  “Independent  of  Management” 
Considerations 

Guideline  28,  “Independent  of 
Management”  Considerations,  identifies 
five  factors  for  a  board  of  directors  to 
consider  when  determining  the 
independence  of  an  outside  director. 


Guideline  29,  Lack  of  Independence, 
states  that  a  director  who  owns  or 
controls  10  percent  or  more  of  any  class 
of  the  institution’s  voting  securities 
should  not  be  considered  “independent 
of  management.”  The  FDIC  has  found 
that  some  of  the  factors  in  guideline  28 
are  so  general  that  they  fail  to  provide 
meaningful  guidance  to  boards  of 
directors.  At  the  same  time,  many  of  the 
institutions  subject  to  part  363  or  their 
parent  holding  companies  are  public 
companies  with  securities  listed  on  a 
national  securities  exchange.  Under  the 
SEC’s  Rule  lOA-3  (17  CFR  240.10A-3), 
each  audit  committee  member  of  a  listed 
issuer  must  be  a  director  of  the  issuer 
and  must  otherwise  be  independent. 

The  listing  standards  of  the  national 
securities  exchange  must  set  forth  the 
criteria  for  determining  the 
independence  of  directors  who  are  to 
serve  on  a  listed  issuer’s  audit 
committee. 

Based  on  its  review,  the  FDIC  stated 
in  the  proposal  to  amend  part  363  that 
it  believed  that  the  independence 
criteria  for  audit  committee  members 
included  in  the  listing  standards  of  the 
national  securities  exchanges,  together 
with  the  FDIC’s  existing  stock 
ownership  criterion  in  guideline  29, 
represented  an  appropriate  framework 
for  determining  whether  an  outside 
director  is  “independent  of 
management”  for  purposes  of  part  363. 
Furthermore,  for  an  institution  whose 
audit  committee  members  or  whose 
parent  holding  company’s  audit 
committee  members,  if  the  holding 
company  meets  the  holding  company 
provisions  of  §  363.1(b),  are  subject  to 
the  listing  standards  of  a  national 
securities  exchange,  the  FDIC  observed 
that  allowing  the  institution  to  use  these 
standards  for  part  363  purposes  would 
reduce  the  institution’s  burden. 

Therefore,  the  FDIC  proposed  to 
combine  guidelines  28  and  29  and 
provide  expanded  guidance  for  an 
institution’s  board  of  directors  to  use  in 
its  assessment  of  an  outside  director’s 
relationship  to  the  institution  for  the 
purposes  of  making  “independent  of 
management”  determinations  regarding 
audit  committee  members.  For  example, 
the  proposed  amendment  to  guideline 
28  included  a  list  of  criteria  that  an 
institution’s  board  of  directors  should 
consider  when  determining  whether  an 
outside  director  would  be  considered 
“independent  of  management.”  In 
developing  the  proposed  list  of  criteria, 
the  FDIC  considered,  but  did  not 
entirely  replicate,  the  portion  of  the 
listing  standards  of  the  national 
securities  exchanges  that  apply  to  audit 
committees.  An  institution’s  board  of 
directors  may  also  conclude  that  it 
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should  consider  additional  criteria  that 
may  be  appropriate  in  its  particular 
circumstances.  As  an  alternative  to 
these  criteria,  revised  guideline  28 
would  permit  an  institution  that  is  a 
public  company  or  a  subsidiary  of  a 
public  company  (when  the  holding 
company  provisions  of  §  363.1(b)  are 
met)  that  is  subject  to  the  listing 
standards  of  a  national  securities 
exchange  to  apply  the  audit  committee 
provisions  of  the  listing  standards  for 
purposes  of  determining  audit 
committee  member  independence. 
Similcurly,  all  other  institutions, 
including  those  that  are  not  public 
companies,  may  elect,  but  would  not  be 
required,  to  adopt  the  audit  committee 
provisions  of  the  listing  standards  of  a 
national  securities  exchange  or 
association  as  their  criteria  for 
determining  audit  committee  member 
independence. 

While  two  commenters  supported  the 
proposed  amendments  regarding  audit 
committee  independence,  five 
commenters  (which  included  two 
bankers’  trade  organizations  and  three 
financial  institutions)  expressed  certain 
concerns  or  suggested  changes  to  the 
proposal.  These  commenters  suggested 
that; 

•  Shareholders  of  closely-held 
companies  should  not  be  automatically* 
prohibited  from  serving  on  the  audit 
committee  solely  because  they  own  10 
percent  or  more  of  the  institution’s 
voting  stock. 

•  The  FDIC  should  raise  the  proposed 
compensation  limitation  threshold  from 
$60,000  to  $100,000. 

•  The  meaning  of  “financial  services” 
as  it  relates  to  indirect  compensation 
should  be  clarified.  Furthermore,  the 
need  for  “indirect  compensation”  limits 
is  questionable  given  all  of  the  other 
independence  requirements. 

•  Proposed  guideline  28(b)(7)  should 
be  revised  by  removing  from  the 
definition  of  “payment”  loans  and  other 
services  extended  to  directors  in  the 
ordinary  course  of  an  institution’s 
business  as  well  as  payments  arising 
solely  from  investments  in  the  bank’s 
securities  and  payments  made  under 
non-discretionary  charitable 
contribution  matching  programs.  The 
$200,000  or  5  percent  of  gross  revenues 
test  in  this  guideline  should  be 
measured  against  the  revenues  of  the 
recipient  of  the  payment,  and  not  the 
outside  employer. 

•  Applying  the  director 
independence  standards  of  the  national 
securities  exchanges  to  privately  held 
banks  will  impose  challenges  for 
community  banks  located  in  areas 
where  it  is  difficult  to  find  competent 


directors  to  serve  on  the  audit 
conunittee. 

•  Existing  guidelines  28  and  29 
provide  sufficient  guidance  for 
institutions  to  determine  the 
independence  of  a  director. 

•  Audit  committee  independence 
criteria  should  consider  an  individual 
institution’s  complexity  and  risk  profile. 
For  community  banks,  audit  committee 
member  independence  can  be  difficult 
to  accomplish  and  maintain. 

In  response  to  these  comments  and 
concerns,  the  FDIC  has  carefully 
reviewed  the  provisions  of  proposed 
revised  guideline  28  on  the 
“independent  of  management” 
considerations  that  should  be  applied  to 
audit  committee  members.  First,  the 
FDIC  has  reconsidered  the  existing  10 
percent  stock  ownership  limit  for  audit 
committee  members.  In  this  regard,  the 
SEC’s  and  the  national  securities 
exchanges’  rules  do  not  impose  such  a 
limit  on  audit  committee  members. 
Therefore,  consistent  with  these  entities’ 
rules,  the  FDIC  is  revising  guideline  28 
to  provide  that  ownership  of  10  percent 
or  more  of  any  class  of  voting  securities 
of  an  institution  would  not  be  an 
automatic  bar  for  considering  an  outside 
director  to  be  independent  of 
management.  The  revised  guideline 
further  provides  that  when  an  outside 
director’s  stock  ownership  equals  or 
exceeds  the  10  percent  threshold,  the 
institution’s  board  of  directors  would  be 
required  to  determine  and  document  its 
determination  as  to  whether  such 
ownership  would  interfere  with  the 
outside  director’s  exercise  of 
independent  judgment  in  carrying  out 
the  responsibilities  of  an  audit 
committee  member. 

Next,  the  FDIC  has  reconsidered  the 
compensation  limit  applicable  to  audit 
committee  members  for  direct  and 
indirect  compensation  and,  as  suggested 
by  commenters,  has  revised  guideline 
28  to  increase  the  compensation 
threshold  from  $60,000  to  $100,000. 
Additionally,  the  comments  seeking 
greater  clarity  concerning  the  meaning 
of  indirect  compensation  and  the  types 
of  payments  deemed  to  be 
compensation  have  merit.  Therefore,  the 
FDIC  has  revised  the  guideline  to 
provide  examples  of  indirect 
compensation  and  to  specify  that  certain 
payments  would  not  be  included  within 
the  meaning  of  the  terms  direct  and 
indirect  compensation. 

In  response  to  the  suggestion  to 
remove  loans  and  other  services 
extended  to  directors  in  the  ordinary 
course  of  an  institution’s  business  as 
well  as  payments  arising  solely  fe;om 
investments  in  the  bank’s  securities  and 


payments  made  under  non-discretionary 
charitable  contribution  matching 
programs  from  the  definition  of 
“payment,”  the  FDIC  has  revised  and 
expanded  guideline  28(b)(8)  to  specify 
what  payments  are  not  included  within 
the  meaning  of  the  terms  direct  and 
indirect  compensation  and  payments. 

As  to  the  suggestion  regarding  the  basis 
of  the  measurement  for  the  $200,000  or 
5  percent  of  gross  revenue  test,  the  FDIC 
has  decided  to  retain  this  requirement 
as  proposed  so  as  to  maintain 
consistency  with  the  similar 
requirements  set  forth  in  the  listing 
standards  of  the  national  securities 
exchanges  and  thereby  minimize 
confusion  in  the  application  of  this 
requirement. 

Based  on  questions  it  has  received 
firom  covered  institutions  and  its 
experience  in  administering  the  criteria 
set  forth  in  the  existing  guidelines  28 
and  29  regarding  audit  committee 
member  independence,  the  FDIC 
concluded  that  these  guidelines  did  not 
provide  sufficient  guidance  for 
institutions  to  determine  the 
independence  of  a  director  for  the 
purposes  of  serving  on  an  institution’s 
audit  committee.  Therefore,  the  FDIC’s 
experience  contradicts  the  views  of  the 
commenter  who  asserted  that  the 
existing  guidelines  provide  sufficient 
guidance. 

The  FDIC  acknowledges  that  some 
community  banks  may  encounter 
challenges  in  accomplishing  and 
maintaining  audit  committee  member 
independence.  In  recognition  of  these 
challenges,  the  FDIC  amended  the  audit 
committee  provisions  of  part  363  in 
2005  to  allow  a  minority  of  the  outside 
directors  who  serve  on  the  audit 
committee  of  covered  institutions  with 
less  than  $1  billion  in  total  assets  not  to 
be  independent  of  management.  After 
reviewing  the  criteria  listed  in  proposed 
guideline  28  as  they  would  be  modified 
as  discussed  above,  the  FDIC  believes 
that  the  nature  and  types  of 
relationships  included  in  the  list 
represent  a  reasonable  fi-amework  for 
evaluating  whether  outside  directors 
who  are  candidates  for  the  audit 
committees  of  covered  institutions  of  all 
sizes,  both  public  and  nonpublic,  are 
independent  of  management.  Of 
particular  note,  the  criteria  include  a 
$100,000  limit  on  certain  forms  of  direct 
and  indirect  compensation  to  a  director 
or  immediate  family  members.  In 
contrast,  the  SEC’s  and  the  national 
securities  exchanges’  rules  currently 
limit  the  compensation  of  audit 
committee  members  to  fees  received  as 
a  director  and  audit  committee  member 
and  prohibit  all  other  compensation, 
direct  and  indirect.  The  FDIC  chose  not 
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to  impose  this  prohibition,  which 
applies  to  audit  committee  members  of 
certain  public  companies,  on  all  insured 
institutions  subject  to  part  363.  The 
absence  of  this  prohibition  on 
compensation  from  the  criteria  in 
guideline  28  should  benefit  nonpublic 
community  institutions  subject  to  part 
363.  Similarly,  the  removal  of  the  10 
percent  stock  ownership  limit  from  the 
audit  committee  independence  criteria 
should  benefit  community  institutions. 
Therefore,  the  FDIC  believes  that  the 
proposed  amendments  to  guideline  28, 
as  modified  in  response  to  comments, 
will  provide  institutions’  boards  of 
directors  with  appropriate  guidance  and 
sufficient  flexibility  for  establishing 
their  institutions’  criteria  for  making 
“independent  of  management’’ 
determinations  for  audit  committee 
members. 

In  light  of  the  revisions  to  guideline 
28  regarding  the  criteria  for  determining 
an  audit  committee  member’s 
independence,  boards  of  directors  and 
audit  committee  members  of  covered 
institutions  are  reminded  that  under 
part  363  the  selection  of  a  director  to 
serve  as  an  audit  committee  member  is 
basically  a  three-step  process.  The  first 
step  is  to  determine  which  of  the 
composition  requirements  set  forth  in 
§  363.5(a)(1)  and  (2)  are  applicable  to 
the  institution’s  audit  committee.  The 
second  step  is  to  determine  if  each 
director  who  is  to  serve  on  the  audit 
committee  is  an  “outside  director’’  as 
defined  in  §  363.5(a)(3).  The  third  step 
is  to  determine  if  each  “outside 
director”  is  independent  of  management 
in  accordance  with  the  provisions  of 
guideline  28. 

3.  Audit  Committee  Duties 

According  to  section  36(g)(1)(B)  of  the 
FDI  Act  and  §  363.5(a),  an  audit 
committee’s  duties  include  reviewing 
the  basis  for  the  Part  363  Annual  Report 
with  both  management  and  the 
independent  public  accoxmtant. 
Guideline  31  further  provides  that  the 
audit  committee’s  duties  should  be 
appropriate  to  the  size  of  the  institution 
and  the  complexity  of  its  operations  and 
it  identifies  additional  duties  that  could 
be  appropriate  for  the  audit  committee. 
These  additional  duties  include 
discussing  with  management  the 
selection  and  termination  of  the 
institution’s  independent  public 
accountant.  In  addition,  guideline  26 
provides  that,  before  engaging  an 
independent  public  accovmtant,  an 
institution  should  review  and  satisfy 
itself  that  the  accountant  is  in 
compliance  with  the  required 
qualifications  set  forth  in  guidelines  13 
through  15,  including  the  accountant’s 


independence  and  receipt  of  a  pedr 
review. 

Under  section  301  of  SOX,  the  audit 
committee  of  each  public  company 
listed  on  a  national  securities  exchange 
or  association  must  be  responsible  for 
the  appointment,  compensation,  and 
oversight  of  the  accounting  firm  engaged 
to  prepare  or  issue  an  audit  report  or 
perform  related  work.  As  the  SEC  noted 
when  it  adopted  its  final  rule 
implementing  section  301,  “the  auditing 
process  may  be  comptomised  when  a 
compemy’s  outside  auditors  view  their 
responsibility  as  serving  the  company’s 
management  rather  than  its  full  board  of 
directors  or  audit  committee.  This  may 
occm  if  the  auditor  views  management 
as  the  employer  with  hiring,  firing  and 
compensating  powers.  Under  these 
conditions,  the  auditor  may  not  have  the 
appropriate  incentive  to  raise  concerns 
and  conduct  an  objective  review.  *  *  * 
One  way  to  help  promote  auditor 
independence,  then,  is  for  the  auditor  to 
be  hired,  evaluated  emd,  if  necessary, 
terminated  by  the  audit  committee.” 
Because  the  intent  and  purpose  of 
section  36  of  the  FDI  Act  is  the  early 
identification  of  needed  improvements 
in  financial  management,  it  is  critical 
for  the  accountants  that  perform  audit 
and  attestation  services  for  insured 
depository  institutions  subject  to  section 
36  to  have  an  appropriate  incentive  to 
raise  concerns  and  conduct  an  objective 
review.  In  this  regard,  the  FDIC  believes 
it  is  a  sound  corporate  governance 
practice  for  an  institution’s  audit 
committee,  rather  than  its  management, 
to  be  responsible  for  the  appointment, 
compensation,  and  oversight  of  the 
accountant,  regardless  of  whether  the 
institution  is  a  public  company. 

Therefore,  the  FDIC  proposed  to 
amend  §  363.5(a),  Composition  and 
duties,  and  guideline  31,  Duties,  to 
specify  that,  in  addition  to  reviewing 
with  management  and  the  independent 
public  accountant  the  basis  for  the 
reports  issued  under  part  363,  the  duties 
of  the  audit  committee  include  the 
appointment,  compensation,  and 
oversight  of  the  independent  public 
accountant  who  performs  services 
required  imder  part  363.  In  order  to 
discharge  these  duties  with  respect  to 
the  independent  public  accountant,  the 
audit  committee  should  also  review  and 
satisfy  itself  as  to  the  independent 
public  accountant’s  compliance  with 
the  independence,  peer  review,  and 
other  qualifications  under  part  363, 
Additionally,  the  audit  committee 
should  be  familiar  with  and  ensure 
management’s  compliance  with  the 
requirement  to  file  notices  concerning 
the  engagement,  resignation,  or 
dismissal'of  an  independent  public  "  * 


accountant.  The  FDIC  proposed  to 
include  these  duties  in  guideline  31. 

Three  commenters  expressed  support 
for  the  proposed  amendments  regarding 
the  duties  of  the  audit  committee  and 
stated  that  it  represents  a  best  practice 
regardless  of  an  entity’s  asset  size. 
However,  one  commenter,  who  was  not 
supportive  of  the  proposed 
amendments,  recommended  that  the 
proposal  be  revised  to  remove  the 
mandate  for  the  audit  committee  to 
appoint  and  oversee  the  independent 
accountants  in  cases  where  the  bank  is 
privately-owned,  more  than  80  percent 
of  the  voting  shares  are  owned  by  a  sole 
owner  or  the  principal  owner’s 
immediate  family,  the  shareholders 
authorize  procedures  to  be  followed 
with  respect  to  the  appointment  and 
oversight  of  the  independent 
accountants,  and  the  bank  has  a 
Uniform  Financial  Institutions  Rating  of 
1  or  2.  This  commenter  also  stated  that 
while  appointing  the  independent 
accountant  is  expected  to  be  normal  for 
an  audit  committee  of  a  publicly-owned 
company,  the  value  for  a  privately- 
owned  company  is  less  clear. 
Additionally,  this  commenter  stated  that 
banks  that  are  wholly  owned  by  a  single 
or  a  few  shareholders,  who  are  all 
immediate  family  members,  do  not  need 
a  separate  board  committee  to  do  what 
they  can  do  directly  and  that  the 
mandate  for  a  separate  audit  committee 
in  these  cases  adds  nothing  to  safety  and 
soundness  but  adds  additional 
bureaucracy  and  cost  to  the  bank. 

Although  the  FDIC  has  considered 
these  comments,  this  commenter’s 
concerns,  in  essence,  relate  to  the 
requirement  for  covered  institutions, 
particularly  for  those  that  are  privately- 
owned,  to  establish  independent  audit 
committees.  In  response,  the  FDIC  notes 
that  section  36(g)  of  the  FDI  Act  requires 
each  institution  to  which  section  36 
applies  to  have  an  independent  audit 
committee  made  up  of  outside  directors 
who  are  independent  of  management. 
Consequently,  the  FDIC  lacks  the 
rulemaking  authority  to  permit  a 
covered  institution  not  to  have  an 
independent  audit  committee  or  to 
permit  a  covered  institution’s  entire 
board  of  directors  to  act  as  an  audit  - 
committee  based  on  the  natme  of  the 
institution’s  ownership.  In  this  regard, 
in  enacting  section  36,  Congress 
recognized  the  significant  public 
interest  in  sound  financial  management 
and  controls  at  covered  institutions, 
including  the  important  role  of  an 
independent  audit  committee, 
regardless  of  their  ownership  structure. 
Therefore,  the  FDIC  has  decided  to 
adopt  the  proposed  changes  pertaining 
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to  audit  committee  duties  without 
revision. 

4.  Independent  Public  Accoimtant 
Engagement  Letters 

In  response  to  an  observed  increase  in 
the  types  and  frequency  of  provisions  in 
frnancial  institutions’  external  audit 
engagement  letters  that  limit  the 
auditors’  liability,  the  Federal  banking 
agencies  issued  an  Interagency  Advisory 
on  the  Unsafe  and  Unsound  Use  of 
Limitation  of  Liability  Provisions  in 
External  Audit  Engagement  Letters 
(Interagency  Advisory)  in  February 
2006.12  When  they  issued  the 
Interagency  Advisory,  the  agencies 
stated  their  belief  that  when  institutions 
agree  to  limit  their  external  auditors’ 
liability  in  provisions  in  engagement 
letters,  such  provisions  may  weaken  the 
external  auditors’  objectivity, 
impartiality,  and  performance,  which 
may  reduce  the  reliability  of  audits  and 
thereby  raise  safety  and  soundness 
concerns.  The  reliability  of  audits  is 
central  to  achieving  the  intent  and 
purpose  of  section  36  of  the  FDI  Act. 
Therefore,  the  FDIC  proposed  to  add 
§  363.5(c),  Independent  public 
accountant  engagement  letters,  and 
amend  guideline  31,  Duties,  to 
incorporate  the  principal  provisions  of 
the  Interagency  Advisory. 

As  proposed,  §  363.5(c)  and  guideline 
31  would  require  the  audit  committee  to 
ensure  that  audit  engagement  letters  and 
any  related  agreements  with  the 
independent  public  accountant  for 
services  to  be  performed  imder  part  363 
do  not  contain  any  limitation  of  liability 
provisions  that:  (1)  Indemnify  the 
independent  public  accountant  against 
claims  made  by  third  parties;  (2)  hold 
harmless  or  release  the  independent 
public  accoimtant  from  liability  for 
claims  or  potential  claims  that  might  be 
asserted  by  the  client  insured  depository 
institution,  other  than  glaims  for 
punitive  damages;  or  (3)  limit  the 
remedies  available  to  the  client  insured 
depository  institution.  Consistent  with 
the  Interagency  Advisory,  the  proposed 
amendment  would  not  preclude  the  use 
of  alternative  dispute  resolution 
agreements  and  jury  trial  waivers.  Four 
commenters  expressed  support  for  these 
proposed  amendments  to  part  363.  One 
of  these  commenters  viewed  this  audit 
committee  duty  as  a  best  practice.  The 
FDIC  is  adopting  these  amendments  as 
proposed. 


See  71  FR  6847,  February  9,  2006,  and  FDIC 
Financial  Institution  Letter  (FIL)  13-2006,  issued  on 
the  same  date. 


5.  Tremsition  Period  for  Forming  and 
Restructuring  Audit  Committees 

When  an  insured  depository 
institution  first  exceeds  the  $500 
million  total  assets  threshold  and 
becomes  subject  to  part  363,  particularly 
an  institution  with  few  shareholders, 
the  FDIC  has  observed  that,  in  some 
cases,  such  an  institution  encounters 
difficulty  in  satisfying  the  requirements 
governing  the  composition  of  the 
independent  audit  committee.  If  the 
board  of  directors  lacks  a  sufficient 
number  of  outside  directors  who  are 
independent  of  management  to  serve  on 
the  audit  committee,  the  board  members 
must  identify  and  attract  qualified 
individuals  in  their  community  who 
would  be  willing  to  become  directors 
and  audit  committee  members  and  who 
would  be  “independent  of 
management.”  The  lack  of  guidance  in 
part  363  on  the  amount  of  time  in  which 
an  institution  must  bring  its  audit 
committee  into  compliance  with  the  ^ 
requirements  governing  its  composition 
when  an  institution  first  becomes 
subject  to  part  363  further  complicates 
this  process.  'This  lack  of  guidance  on 
the  time  frame  for  attaining  compliance 
also  affects  the  other  two  asset-size 
thresholds  applicable  to  audit 
committee  composition. 

To  provide  both  clarity  and  regulatory 
relief,  the  FDIC  proposed  to  replace 
outdated  guideline  35,  which  dealt  with 
compliance  with  the  audit  committee 
requirements  of  part  363  when  the 
regulation  took  effect  in  1993,  with  a 
revised  guideline  35,  Transition  Period 
for  Forming  and  Restructuring  Audit 
Committees.  As  proposed,  guideline  35 
would  provide  a  one-year  transition 
period  for  forming  or  restructuring  the 
audit  committee  when  an  institution 
first  becomes  subject  to  part  363,  when 
an  institution’s  assets  first  reach  the 
$1  billion  asset-size  threshold,  and 
when  an  institution’s  assets  first  reach 
the  $3  billion  asset-size  threshold.  The 
proposed  revised  guideline  would  state 
that,  when  an  institution  first  crosses 
one  of  these  three  thresholds  based  on 
its  total  assets  at  the  beginning  of  its 
fiscal  year,  no  regulatory  action  would 
be  taken  if  the  institution  forms  or 
restructures  its  audit  committee  to 
comply  with  the  applicable 
requirements  governing  the  composition 
of  the  committee  by  the  end  of  that 
fiscal  year,  provided  the  institution 
complied  with  any  applicable  audit 
committee  requirements  for  its 
preceding  fiscal  year.  The  FDIC  has  also 
revised  guideline  35  to  clarify  that, 
when  an  institution  first  becomes 
subject  to  part  363,  this  one-year 
transition  period  extends  to  the 


requirement  for  an  institution’s  board  of 
directors  to  develop  a  set  of  written 
criteria  for  determining  whether  a 
director  who  is  to  serve  on  the  audit 
committee  is  an  outside  director  and  is 
independent  of  management.  Two 
commenters  expressed  support  for  the 
proposed  revisions  to  guideline  35, 
which  the  FDIC  is  adopting  as  proposed. 

F.  Other  Changes  to  Part  363 

The  FDIC  also  proposed  to  make  other 
changes  to  part  363  to  improve  its 
clarity,  readability,  and  consistency  of 
language,  and  to  correct  or  eliminate 
outdated  terms,  references,  and 
provisions  in  the  regulation  and 
Appendix  A.  No  comments  on  the 
.proposal  specifically  addressed  these 
other  changes,  which  the  FDIC  is 
adopting  as  proposed. 

G.  Proposed  Amendment  to  Part  308, 
Subpart  U 

In  August  2003,  pursuant  to  section 
36(g)(4)  of  the  FDI  Act,  the  FDIC  and  the 
other  Federal  banking  agencies  jointly 
issued  final  rules  governing  their 
authority  to  take  disciplinary  actions 
against  independent  public  accountants 
and  accounting  firms  that  perform  audit 
and  attestation  services  required  by 
section  36. Under  the  final  rules, 
certain  violations  of  law,  negligent 
conduct,  reckless  violation  of 
professional  standards,  or  lack  of 
qualifications  to  perform  auditing 
services  may  be  considered  good  cause 
to  remove,  suspend,  or  bar  an 
accoimtant  or  firm  from  providing  audit 
and  attestation  services  for  institutions 
subject  to  section  36.  The  rules  also 
prohibit  an  accountant  or  accounting 
firm  from  performing  these  services  if 
the  accountant  or  firm  has  been 
removed,  suspended,  or  debarred  by  one 
of  the  agencies,  or  if  the  SEC  or  PCAOB 
tcikes  certain  disciplinary  actions  against 
the  accountant  or  firm.  Additionally,  the 
final  rules  require  an  accountant  or  an 
accounting  firm  to  provide  the  agencies 
with  written  notification  of  the 
accountant’s  or  firm’s  removal, 
suspension,  or  debarment.  Part  308, 
subpart  U,  of  the  FDIC’s  regulations 
implements  the  requirements  of  section 
36(g)(4)  of  the  FDI  Act  for  institutions 
that  are  supervised  by  the  FDIC.  The 
FDIC  proposed  to  amend  §  308.604(c)  to 
identify  the  FDIC  location  where  an 
accountant  or  accounting  firm  should 
file  required  notices  of  orders  and 
actions  regarding  removal,  suspension, 
or  debarment.  The  FDIC  received  no 
comments  on  this  proposed 


'3  See  68  FR  48256,  April  13.  2003,  and  the 
FDIC’s  Financial  Institution  Letter  (FIL)  FIL-66- 
2003,  dated  August  18,  2003. 
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amendment,  which  it  is  adopting  as 
proposed. 

IV.  Final  Rule 

The  FDIC  has  considered  the 
comments  received  on  its  proposed 
amendments  to  part  363  and  is  adopting 
the  amendments  with  the  modifications 
and  revisions  that  are  more  fully 
discussed  in  section  III  of  this  notice. 

The  following  is  a  summary  of  the  most 
significant  changes  made  to  the 
proposal  and  incorporated  into  the  final 
rule  in  response  to  the  conmients 
received: 

•  To  reduce  regulatory  burden,  the 
proposed  requirement  to  file  audit 
engagement  letters  within  15  days  of 
acceptance  by  a  covered  institution  was 
deleted. 

•  Guidance  was  added  to  the 
proposed  requirement  to  disclose 
noncompliance  with  the  designated 
safety  and  soundness  laws  and 
regulations — insider  loans  and  dividend 
restrictions — to  explain  the  extent  of  the 
required  disclosure  and  to  clarify  that 
the  disclosure  applies  only  to 
noncompliance  with  these  two 
designated  categories  of  laws  and 
regulations  and  not  every  safety  and 
soundness  law  and  regulation. 

•  To  provide  holding  company 
subsidiary  institutions  that  would  not 
meet  the  proposed  75  percent  of 
consolidated  total  assets  threshold  that 
permits,  but  does  not  require, 
compliance  with  part  363  at  the  holding 
company  level  sufficient  time  to  comply 
at  the  institution  level,  the  effective  date 
of  this  threshold  was  delayed  until 
fiscal  years  ending  on  or  after  June  15, 
2010.  Until  then,  institutions  may 
continue  to  choose  to  satisfy  the 
requirements  of  part  363  at  a  holding 
company  level  (to  the  extent  currently 
permitted  by  part  363)  whether  or  not 
the  consolidated  total  assets  of  the 
insured  depository  institution 
subsidiaries  of  the  holding  company 
comprise  75  percent  or  more  of  the 
holding  company’s  consolidated  total 
assets  at  the  beginning  of  its  fiscal  year. 

•  The  proposed  requirements 
regarding  the  disclosure  of  material 
weaknesses  in  internal  control  over 
financial  reporting  by  management  and 
the  independent  public  accountant  were 
clarified  and  revised  for  consistency 
with  the  applicable  auditing  standards. 
The  final  rule  provides  that 
management  and  the  accountant  must 
disclose  those  material  weaknesses  in 
internal  control  over  financial  reporting 
that  each  has  identified  that  have  not 
been  corrected  prior  to  the  institution’s 
fiscal  year-end. 

•  Tne  proposed  requirements 
regarding  the  auditor’s  communications 


with  audit  committees  were  clarified 
and  revised  to  explain  that  auditors 
must  satisfy  the  communication 
requirements  set  forth  in  the 
professional  standards  and  those  set 
forth  in  part  363. 

•  The  proposed  requirement  that 
auditors  comply  with  the  independence 
rules  of  the  AICPA,  the  SEC,  and  the 
PCAOB  was  clarified  to  require 
compliance  with  the  more  restrictive 
requirement  when  a  provision  within 
one  of  the  applicable  independence 
standards  differs  hrom  a  provision 
addressing  the  same  subject  matter  in 
one  of  the  other  independence 
standards. 

•  The  proposal  was  revised  to  require 
only  the  public  portions  of  PCAOB 
inspection  reports  to  be  filed  with  the 
FDIC. 

•  The  provision  of  part  363  stating 
that  an  outside  director  who  owns  10 
percent  or  more  of  an  institution’s  stock 
is  not  independent  of  management  was 
revised  to  be  consistent  with  the  SEC’s 
and  the  national  securities  exchanges’ 
rules.  Rather  than  being  an  automatic 
bar’  for  considering  an  outside  director 
to  be  independent  of  management,  the 
rule  was  revised  to  require  the 
institution’s  board  of  directors  to 
docmnent  its  determination  as  to 
whether  an  outside  director’s  ownership 
of  10  percent  or  more  of  the  institution’s 
stock  would  interfere  with  the  director’s 
independent  judgment  in  carrying  out 
the  responsibilities  of  an  audit 
committee  member. 

•  The  proposed  maximum  level  of 
compensation,  other  than  director  and 
committee  fees,  that  an  audit  committee 
member  may  receive  and  be  considered 
independent  of  management  was 
increased  from  $60,000  to  $100,000. 

•  Except  for  the  Part  363  Annual 
Report  and  the  independent  public 
accountants’  peer  review  reports  and 
inspection  reports,  which  the  FDI  Act 
requires  to  be  made  publicly  available, 
part  363  was  revised  to  exempt  all  other 
reports  and  notifications  filed  under 
part  363  from  public  disclosure  by  the 
FDIC. 

V.  Effective  and  Compliance  Dates 

Except  as  noted  below,  the  final  rule 
is  effective  August  19,  2009.  Part  363 
Annual  Reports  with  a  filing  deadline 
on  or  after  the  effective  date  of  these 
amendments  should  be  prepared  in 
accordance  with  the  final  rule. 

To  provide  the  boards  of  directors  of 
institutions  currently  subject  to  part  363 
sufficient  time  to  comply  with  the  new 
provision  of  guideline  27  regarding  the 
development  of  an  approved  set  of 
written  criteria  for  determining  whether 
a  director  who  is  to  serve  on  the  audit 


committee  is  an  outside  director  and  is 
independent  of  management,  the  FDIC 
has  determined  that  it  is  appropriate  to 
set  a  delayed  compliance  date  of 
December  31,  2009,  for  developing  and 
adopting  these  written  criteria. 

However,  this  delayed  compliance  date 
does  not  apply  to  tbe  other  provisions 
of  guideline  27  regarding  the 
composition  of  the  audit  committee, 
which  have  not  been  substantively 
changed.  More  specifically,  at  least 
annually,  the  board  of  each  institution 
should  determine  whether  each  existing 
or  potential  audit  committee  member  is 
an  outside  director  and,  depending  on 
an  institution’s  size,  whether  the 
requisite  number  of  existing  and 
potential  audit  committee  members  are 
“independent  of  management”  of  the 
institution.  Also,  the  minutes  of  the 
board  of  directors  should  contain  the 
results  of  and  the  basis  for  its 
determinations  with  respect  to  each 
existing  and  potential  audit  committee 
member. 

Also,  to  provide  institutions  that 
currently  comply  with  part  363  at  the 
holding  level  but  would  not  meet  the 
75-percent-of-consolidated-total-assets 
threshold  for  eligibility  to  comply  at  the 
holding  company  level  set  forth  in  the 
final  rule  (§  363.1(b)(l)(ii))  sufficient 
time  to  comply  with  this  new 
requirement,  die  FDIC  has  determined 
that  it  is  appropriate  for  the  effective 
date  of  this  provision  of  the  final  rule  to 
be  delayed  until  fiscal  years  ending  on 
or  after  June  15,  2010.  In  this  regard, 

§  363.1(b)(1)  of  the  final  rule  not  only 
specifically  provides  for  this  delayed 
effective  date  but  it  also  states  that,  for 
fiscal  years  ending  on  or  before  June  14, 
2010,  a  covered  institution  that  is  a 
subsidiary  of  a  holding  company  may 
continue  to  satisfy  the  audited  financial 
statements  requirement  of  part  363  at  a 
holding  company  level  whether  or  not 
the  covered  institution’s  total  assets  (or 
the  consolidated  total  assets  of  all  of  its 
parent  holding  company’s  insured 
depository  institution  subsidiaries) 
comprise  75  percent  or  more  of  the 
holding  company’s  consolidated  total 
assets  at  the  beginning  of  the  fiscal  year. 

Regulatory  Flexibility  Act  Analysis 

The  Regulatory  Flexibility  Act  (RFA) 
requires  an  agency  that  is  issuing  a  final 
rule  to  provide  a  final  regulatory 
flexibility  analysis  or  to  certify  that  the 
rule  will  not  have  a  significant 
economic  impact  on  a  substantial 
number  of  small  entities.  See  5  U.S.C. 
603(a)  and  5  U.S.C.  603(b).  Under 
regulations  issued  by  the  Small 
Business  Administration  (see  13  CFR 
121.201),  a  small  entity  includes  a  bank 
holding  company,  commercial  bank,  or 
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savings  association  with  assets  of  $175 
million  or  less  (collectively,  small 
banking  organizations).  This  final  rule 
would  modify  the  audit  and  reporting 
requirements  applicable  to  insured 
depository  institutions  with  total  assets 
of  $500  million  or  more.  The  FDIC 
believes  that  this  final  rule  will  not  have 
a  significant  economic  impact  on  a 
substantial  number  of  small  entities 
because  the  final  rule  expressly  exempts 
insured  depository  institutions  with 
total  assets  of  less  than  $500  million.  In 
addition,  the  FDIC  did  not  receive  any 
comments  that  the  proposal  would  have 
a  direct  significant  impact  on  small 
banking  organizations.  Accordingly,  the 
FDIC  certifies  that  this  rule  will  not 
have  a  significant  economic  impact  on 
a  substantial  number  of  small  entities. 

Paperwork  Reduction  Act 

This  final  rule  contains  modifications 
to  a  collection  of  information  that  has 
been  reviewed  and  approved  by  the 
Office  of  Management  cmd  Budget 
(OMB)  rmder  control  nvunber  3064- 
0113,  pmsuant  to  the  Paperwork 
Reduction  Act  (44  U.S.C.  3501  et  seq.). 
The  estimated  annual  burden  for  the 
revisions  in  this  final  rule  is  consistent 
with  the  biuden  estimate  for  those 
revisions  in  the  proposed  rule,  taking 
into  account  a  reduction  in  the  number 
of  respondents,  and  approved  by  OMB. 
The  principal  revisions  that  bear  on  the 
collection  of  information  under  part  363 
are  the  extension  of  the  filing  deadline 
for  the  Part  363  Annual  Report  from  90 
to  120  days  after  the  end  of  the  fiscal 
year  for  an  institution  that  is  not  a 
public  company  or  a  subsidiary  of  a 
public  company,  the  replacement  of  30- 
day  extension  requests  (when  an 
institution  is  confronted  with 
extraordinary  circumstances  beyond  its 
reasonable  control)  with  late  filing 
notices  (regardless  of  the  reason),  the 
modification  of  the  criteria  governing 
the  acceptability  of  reports  at  the 
holding  company  level  rather  than  at 
the  institution  level,  the  expanded 
guidance  on  the  content  of  the 
management  report  and  the 
independent  public  accountant’s 
internal  control  attestation  report,  the 
board  of  directors’  use  of  an  approved 
set  of  written  criteria  for  determining 
whether  an  audit  committee  member  is 
an  outside  director  and  is  “independent 
of  management,’’  and  the  new 
guidelines  for  institutions  merged  out  of 
existence  and  for  internal  control 
reports  for  acquired  businesses.  It  is 
anticipated  that  the  overall  effect  of 
these  changes  will  be  a  small  burden 
increase  for  affected  insured 
institutions. 


The  estimated  reporting  burden  for 
the  collection  of  information  under  part 
363  is  83,324  hours  per  year. 

Number  of  Respondents:  5,205. 

Total  Time  per  Response:  5.16  hrs. 
Total  Annual  Responses:  16, 

Total  Annual  Burden  Hours:  83,324. 

Small  Business  Regulatory  Enforcement 
Fairness  Act 

The  Small  Business  Regulatory 
Enforcement  Fairness  Act  of  1996 
(SBREFA)  (Title  II,  Pub.  L.,  104-121) 
provides  generally  for  agencies  to  report 
rules  to  Congress  and  the  General 
Accountability  Office  (GAO)  for  review. 
The  reporting  requirement  is  triggered 
when  a  Federal  agency  issues  a  final 
rule.  The  FDIC  will  file  the  appropriate 
reports  with  Congress  and  the  GAO  as 
required  by  SBREFA.  The  Office  of 
Management  and  Budget  has 
determined  that  the  rule  does  not 
constitute  a  “major  rule’’  as  defined  by 
SBREFA. 

List  of  Subjects 
12  CFR  Part  308 

Administrative  practice  and 
procedure.  Bank  deposit  insurance, 
Banks,  Banking,  Claims,  Crime,  Equal 
access  to  justice,  Investigations, 

Lawyers,  Penalties,  State  nonmember 
banks. 

12  CFR  Part  363 

Accounting,  Administrative  practice 
and  procedure.  Banks,  Banking, 
Reporting  and  recordkeeping 
requirements. 

■  For  the  reasons  set  forth  in  the 
preamble,  the  Board  of  Directors  of  the 
FDIC  amends  title  12,  chapter  III,  of  the 
Code  of  Federal  Regulations  as  follows: 

PART  308— RULES  OF  PRACTICE  AND 
PROCEDURE 

Subpart  U — Removal,  Suspension,  and 
Debarment  of  Accountants  From 
Performing  Audit  Services 

■  1.  The  authority  citation  for  part  308 
continues  to  read  as  follows: 

Authority:  5  U.S.C.  504,  554-557;  12 
U.S.C.  93(b).  164,  505, 1815(e).  1817, 1818, 
1820,  1828, 1829,  1829b,  1831i,  1831m(g)(4), 
18310, 1831p-l.  1832(c),  1884(b),  1972, 

3102,  3108(a),  3349,  3909,  4717;  15  U.S.C. 
78(h)  and  (i),  78o-4(c),  78o-5.  78q-l,  78s, 
78u,  78U-2,  78U-3  and  78w,  6801(b). 
6805(b)(1);  28  U.S.C.  2461  note;  31  U.S.C. 
330,  5321;  42  U.S.C.  4012a;  Sec.  3100(s),  Pub. 
L.  104-134,  110  Stat.  1321-358. 

■  2.  Revise  §  308.604(c)  to  read  as 
follows: 

§  308.604  Notice  of  removal,  suspension, 
or  debarment. 

***** 


(c)  Timing  and  place  of  notice. 

Written  notice  required  by  this 
paragraph  shall  be  given  no  later  than 
15  calendar  days  following  the  effective 
date  of  an  order  or  action,  or  15  calendar 
days  before  an  accountant  or  accounting 
firm  accepts  an  engagement  to  provide 
audit  services,  whichever  date  is  earlier. 
The  written  notice  must  be  filed  by  the 
independent  public  accountant  or 
accoimting  firm  with  the  FDIC, 
Accounting  and  Securities  Disclosure 
Section,  550  17th  Street,  NW., 
Washington,  DC  20429. 

■  3.  Revise  Part  363  to  read  as  follows: 

PART  363— ANNUAL  INDEPENDENT 
AUDITS  AND  REPORTING 
REQUIREMENTS 

Sec. 

363.0  OMB  control  number. 

363.1  Scope  and  definitions. 

363.2  Annual  reporting  requirements. 

363.3  Independent  public  accountant. 

363.4  Filing  and  notice  requirements. 

363.5  Audit  conunittees. 

Appendix  A  to  Part  363 — Guidelines  and 
Interpretations 

Appendix  B  to  Part  363 — Illustrative 
Management  Reports 

Authority:  12  U.S.C.  1831m. 

§  363.0  OMB  control  number. 

The  information  collection 
requirements  in  this  part  have  been 
approved  by  the  Office  of  Management 
and  Budget  under  OMB  control  number 
3064-0113. 

§  363.1  Scope  and  definitions. 

(a)  Applicability.  This  part  applies  to 
any  insured  depository  institution  with 
respect  to  any  fiscal  year  in  which  its 
consolidated  total  assets  as  of  the 
beginning  of  such  fiscal  year  are  $500 
million  or  more.  The  requirements 
specified  in  this  part  are  in  addition  to 
any  other  statutory  and  regulatory 
requirements  otherwise  applicable  to  an 
insured  depository  institution. 

(b)  Compliance  by  subsidiaries  of 
holding  companies.  (1)  For  an  insured 
depository  institution  that  is  a 
subsidiary  of  a  holding  company,  the 
audited  financial  statements 
requirement  of  §  363.2(a)  may  be 
satisfied: 

(i)  For  fiscal  years  ending  on  or  before 
June  14,  2010,  by  audited  consolidated 
financial  statements  of  the  top-tier  or 
any  mid-tier  holding  company. 

(ii)  For  fiscal  years  ending  on  or  after 
June  15,  2010,  by  audited  consolidated 
financial  statements  of  the  top-tier  or 
any  mid-tier  holding  company  provided 
that  the  consolidated  total  assets  of  the 
insured  depository  institution  (or  the 
consolidated  total  assets  of  all  of  the 
holding  company’s  insured  depository 
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institution  subsidiaries,  regardless  of 
size,  if  the  holding  company  owns  or 
controls  more  than  one  insured 
depository  institution)  comprise  75 
percent  or  more  of  the  consolidated  total 
assets  of  this  top-tier  or  mid-tier  holding 
company  as  of  die  beginning  of  its  fiscal 
year. 

(2)  The  other  requirements  of  this  part 
for  an  insured  depository  institution 
that  is  a  subsidiary  of  a  holding 
company  may  be  satisfied  by  the  top-tier 
or  any  mid-tier  holding  company  if  the 
insured  depository  institution  meets  the 
criterion  specified  in  §  363.1(b)(1)  and 
if; 

(i)  The  services  and  functions 
comparable  to  those  required  of  the 
insured  depository  institution  by  this 
part  are  provided  at  this  top-tier  or  mid¬ 
tier  holding  company  level;  and 

(ii)  The  insured  depository  institution 
has  as  of  the  beginning  of  its  fiscal  year: 

(A)  Total  assets  of  less  than  $5  billion; 
or 

(B)  Total  assets  of  $5  billion  or  more 
and  a  composite  CAMELS  rating  of  1  or 
2. 

(3)  The  appropriate  Federal  banking 
agency  may  revoke  the  exception  in 
paragraph  (b)(2)  of  this  section  for  any 
institution  with  total  assets  in  excess  of 
$9  billion  for  any  period  of  time  during 
which  the  appropriate  Federal  banking 
agency  determines  that  the  institution’s 
exemption  would  create  a  significant 
risk  to  the  Deposit  Insurance  Fund. 

(c)  Financial  reporting.  For  purposes 
of  the  management  report  requirement 
of  §  363.2(b)  and  the  internal  control 
reporting  requirement  of  §  363.3(b), 
“financial  reporting,”  at  a  minimum, 
includes  both  financial  statements 
prepared  in  accordemce  with  generally 
accepted  accounting  principles  for  the 
insured  depository  institution  or  its 
holding  company  and  financial 
statements  prepared  for  regulatory 
reporting  purposes.  For  recognition  and 
measurement  purposes,  financial 
statements  prepared  for  regulatory 
reporting  purposes  shall  conform  to 
generally  accepted  accounting 
principles  and  section  37  of  the  Federal 
Deposit  Insurance  Act. 

(a)  Definitions.  For  purposes  of  this 
part,  the  following  definitions  apply: 

(1)  AICPA  means  the  American 
Institute  of  Certified  Public 
Accoimtants. 

(2)  GAAP  means  generally  accepted 
accounting  principles. 

(3)  PCAOB  means  the  Public 
Company  Accounting  Oversight  Board. 

(4)  Public  company  means  an  insured 
depository  institution  or  other  company 
that  has  a  class  of  securities  registered 
with  the  U.S.  Securities  and  Exchange 
Commission  or  the  appropriate  Federal 


banking  agency  under  Section  12  of  the 
Securities  Exchange  Act  of  1934  and 
nonpublic  company  means  an  insured 
depository  institution  or  other  company 
that  does  not  meet  the  definition  of  a 
public  company. 

(5)  SEC  means  the  U.S.  Securities  and 
Exchange  Commission. 

(6)  SOX  means  the  Sarbanes-Oxley 
Act  of  2002. 

§363.2  Annual  reporting  requirements. 

(a)  Audited  financial  statements.  Each 
insured  depository  institution  shall 
prepare  annual  financial  statements  in 
accordance  with  GAAP,  which  shall  be 
audited  by  an  independent  public 
accountant.  The  annual  financial 
statements  must  reflect  all  material 
correcting  adjustments  necessary  to 
conform  with  GAAP  that  were 
identified  by  the  independent  public 
accountant. 

(b)  Management  report.  Each  insured 
depository  institution  annually  shall 
prepare,  as  of  the  end  of  the  institution’s 
most  recent  fiscal  year,  a  management 
report  that  must  contain  the  following: 

(1)  A  statement  of  management’s 
responsibilities  for  preparing  the 
institution’s  annual  financial 
statements,  for  establishing  and 
maintaining  an  adequate  internal 
control  structiue  and  procedures  for 
financial  reporting,  and  for  complying 
with  laws  and  regulations  relating  to 
safety  and  soundness  that  are 
designated  by  the  FDIC  and  the 
appropriate  Federal  banking  agency; 

(2)  An  assessment  by  management  of 
the  insured  depository  institution’s 
compliance  with  such  laws  and 
regulations  during  such  fiscal  year.  The 
assessment  must  state  management’s 
conclusion  as  to  whether  the  insured 
depository  institution  has  complied 
with  the  designated  safety  and 
soundness  laws  and  regulations  during 
the  fiscal  year  and  disclose  any 
noncompliance  with  these  laws  and 
regulations;  and 

(3)  For  an  insured  depository 
institution  with  consolidated  total  assets 
of  $1  billion  or  more  as  of  the  beginning 
of  such  fiscal  year,  an  assessment  by 
management  of  the  effectiveness  of  such 
internal  control  structure  and 
procedures  as  of  the  end  of  such  fiscal 
year  that  must  include  the  following; 

(i)  A  statement  identifying  the 
internal  control  framework  used  by 


For  example,  in  the  United  States,  the 
Committee  of  Sponsoring  Organizations  (COSO)  of 
the  Treadway  Conunission  has  published  Internal 
Control — Integrated  Framework,  including  an 
addendum  on  safeguarding  assets.  Known  as  the 
COSO  report,  this  publication  provides  a  suitable 
and  available  framework  for  purposes  of 
management’s  assessment. 


management  to  evaluate  the 
effectiveness  of  the  insured  depository 
institution’s  internal  control  over 
financial  reporting; 

(ii)  A  statement  that  the  assessment 
included  controls  over  the  preparation 
of  regulatory  financial  statements  in 
accordance  with  regulatory  reporting 
instructions  including  identification  of 
such  regulatory  reporting  instructions; 
and 

(iii)  A  statement  expressing 
management’s  conclusion  as  to  whether 
the  insured  depository  institution’s 
internal  control  over  financial  reporting 
is  effective  as  of  the  end  of  its  fiscal 
year.  Management  must  disclose  all 
material  weaknesses  in  internal  control 
over  financial  reporting,  if  any,  that  it 
has  identified  that  have  not  been 
remediated  prior  to  the  insured 
depository  institution’s  fiscal  year-end. 
Management  is  precluded  from 
concluding  that  the  institution’s  internal 
control  over  financial  reporting  is 
effective  if  there  are  one  or  more 
material  weaknesses. 

(c)  Management  report  signatures. 
Subject  to  the  criteria  specified  in 
§  363.1(b): 

(1)  If  the  audited  financial  statements 
requirement  specified  in  §  363.2(a)  is 
satisfied  at  the  insured  depository 
institution  level  and  the  management 
report  requirement  specified  in 

§  363.2(b)  is  satisfied  in  its  entirety  at 
the  insured  depository  institution  level, 
the  management  report  must  be  signed 
by  the  chief  executive  officer  and  the 
chief  accounting  off'icer  or  chief 
financial  officer  of  the  insured 
depository  institution; 

(2)  If  the  audited  financial  statements 
requirement  specified  in  §  363.2(a)  is 
satisfied  at  the  holding  company  level 
and  the  management  report  requirement 
specified  in  §  363.2(b)  is  satisfied  in  its 
entirety  at  the  holding  company  level, 
the  management  report  must  be  signed 
by  the  chief  executive  officer  and  the 
chief  accounting  officer  or  chief 
financial  officer  of  the  holding 
company;  and 

(3)  If  the  audited  financial  statements 
requirement  specified  in  §  363.2(a)  is 
satisfied  at  the  holding  company  level 
and  (i)  the  management  report 
requirement  specified  in  §  363.2(b)  is 
satisfied  in  its  entirety  at  the  insured 
depository  institution  level  or  (ii)  one  or 
more  of  the  components  of  the 
management  report  specified  in 

§  363.2(b)  is  satisfied  at  the  holding 
company  level  and  the  remaining 
components  of  the  management  report 
are  satisfied  at  the  insured  depository 
institution  level,  the  management  report 
must  be  signed  by  the  chief  executive 
officers  and  the  chief  accounting  officers 
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or  chief  financial  officers  of  both  the 
holding  company  and  the  insured 
depository  institution  and  the 
management  report  must  clearly 
indicate  the  level  (institution  or  holding 
company)  at  which  each  of  its 
components  is  being  satisfied. 

§  363.3  Independent  public  accountant. 

(a)  Annual  audit  of  financial 
statements.  Each  insured  depository 
institution  shall  engage  an  independent 
public  accountant  to  audit  and  report  on 
its  annual  financial  statements  in 
accordance  with  generally  accepted 
auditing  standards  or  the  PCAOB’s 
auditing  standards,  if  applicable,  and 
section  37  of  the  Federal  Deposit 
Insurance  Act  (12  U.S.C.  1831n).  The 
scope  of  the  audit  engagement  shall  be 
sufficient  to  permit  such  accountemt  to 
determine  and  report  whether  the 
financial  statements  are  presented  fairly 
and  in  accordance  with  GAAP. 

(b)  Internal  control  aver  financial 
reporting.  For  each  insured  depository 
institution  with  total  assets  of  $1  billion 
or  more  at  the  beginning  of  the 
institution’s  fiscal  year,  the  independent 
public  accountant  who  audits  the 
institution’s  financial  statements  shall 
examine,  attest  to,  and  report  separately 
on  the  assertion  of  management 
concerning  the  effectiveness  of  the 
institution’s  internal  control  structure 
and  procedures  for  financial  reporting. 
The  attestation  and  report  shall  be  made 
in  accordance  with  generally  accepted 
standards  for  attestation  engagements  or 
the  PCAOB’s  auditing  standards,  if 
applicable.  The  accountant’s  report 
must  not  be  dated  prior  to  the  date  of 
the  management  report  and 
management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financial  reporting.  Notwithstanding  the 
requirements  set  forth  in  applicable 
professional  standards,  the  accountant’s 
report  must  include  the  following: 

(1)  A  statement  identifying  the 
internal  control  framework  used  by  the 
independent  public  accountant,  which 
must  be  the  same  as  the  internal  control 
ft-amework  used  by  management,  to 
evaluate  the  effectiveness  of  the  insured 
depository  institution’s  internal  control 
over  financial  reporting; 

(2)  A  statement  that  the  independent 
public  accoimtant’s  evaluation  included 
controls  over  the  preparation  of 
regulatory  financial  statements  in  ‘ 
accordance  with  regulatory  reporting 
instructions  including  identification  of 
such  regulatory  reporting  instructions; 
and 

(3)  A  statement  expressing  the 
independent  public  accountant’s 
conclusion  as  to- whether  the  insured 
depository  institution’s  internal  control 


over  financial  reporting  is  effective  as  of 
the  end  of  its  fiscal  year.  The  report 
must  disclose  all  material  weaknesses  in 
internal  control  over  financial  reporting 
that  the  independent  public  accountant 
has  identified  that  have  not  been 
remediated  prior  to  the  insured 
depository  institution’s  fiscal  year-end. 
The  independent  public  accountant  is 
precluded  from  concluding  that  the 
insured  depository  institution’s  internal 
control  over  financial  reporting  is 
effective  if  there  are  one  or  more 
material  weaknesses. 

(c)  Notice  by  accountant  of 
termination  of  services.  An  independent 
public  accountant  performing  an  audit 
under  this  part  who  ceases  to  be  the 
accountant  for  an  insured  depository 
institution  shall  notify  the  FDIC,  the 
appropriate  Federal  banking  agency, 
and  any  appropriate  State  bank 
supervisor  in  writing  of  such 
termination  within  15  days  after  the 
occurrence  of  such  event,  and  set  forth 
in  reasonable  detail  the  reasons  for  such 
tennination.  The  written  notice  shall  be 
filed  at  the  place  identified  in  §  363.4(f). 

(d)  Communications  with  audit 
committee.  In  addition  to  the 
requirements  for  communications  with 
audit  committees  set  forth  in  applicable 
professional  standards,  the  independent 
public  accountant  must  report  the 
following  on  a  timely  basis  to  the  audit 
committee: 

(1)  All  critical  accounting  policies  and 
practices  to  be  used  by  the  insured 
depository  institution, 

(2)  All  alternative  accounting 
treatments  within  GAAP  for  policies 
and  practices  related  to  material  items 
that  the  independent  public  accountant 
has  discussed  with  management, 
including  the  ramifications  of  the  use  of 
such  alternative  disclosures  and 
treatments,  and  the  treatment  preferred 
by  the  independent  public  accoimtant, 
and 

(3)  Other  written  communications  the 
independent  public  accoimtant  has 
provided  to  management,  such  as  a 
management  letter  or  schedule  of 
unadjusted  differences. 

(e)  Retention  of  working  papers.  The 
independent  public  accountant  must 
retain  the  working  papers  related  to  the 
audit  of  the  insured  depository 
institution’s  financial  statements  and,  if 
applicable,  the  evaluation  of  the 
institution’s  internal  control  over 
financial  reporting  for  seven  years  from 
the  report  release  date,  unless  a  longer 
period  of  time  is  required  by  law. 

(f)  Independence.  The  independent 
public  accountant  must  comply  with  the 
independence  standards  and 
interpretations  of  the  AICPA,  the  SEC, 
and  the  PCAOB.  To  the  extent  that  any 


of  the  rules  within  any  one  of  these 
independence  standards  (AICPA,  SEC, 
and  PCAOB)  is  more  or  less  restrictive 
than  the  corresponding  rule  in  the  other 
independence  standards,  the 
independent  public  accountant  must 
comply  with  the  more  restrictive  rule. 

(g)  Peer  reviews  and  inspection 
reports.  (1)  Prior  to  commencing  any 
services  for  an  insured  depository 
institution  under  this  part,  the 
independent  public  accountant  must 
have  received  a  peer  review,  or  be 
enrolled  in  a  peer  review  program,  that 
meets  acceptable  guidelines.  Acceptable 
peer  reviews  include  peer  reviews 
performed  in  accordance  with  the 
AICPA’s  Peer  Review  Standards  and 
inspections  conducted  by  the  PCAOB. 

(2)  Within  15  days  of  receiving 
notification  that  a  peer  review  has  been 
accepted  or  a  PCAOB  inspection  report 
has  been  issued,  or  before  commencing  ’ 
any  audit  under  this  part,  whichever  is 
earlier,  the  independent  public 
accountant  must  file  two  copies  of  the 
most  recent  peer  review  report  emd  the 
public  portion  of  the  most  recent 
PCAOB  inspection  report,  if  any, 
accompanied  by  any  letters  of 
comments,  response,  and  acceptance, 
with  the  FDIC,  Accounting  and 
Securities  Disclosure  Section,  550  17th 
Street,  NW.,  Washington,  DC  20429,  if 
the  report  has  not  already  been  filed. 

The  peer  review  reports  and  the  public 
portions  of  the  PCAOB  inspection 
reports  will  be  made  available  for  public 
inspection  by  the  FDIC. 

(3)  Within  15  days  of  the  PCAOB 
making  public  a  previously  nonpublic 
portion  of  an  inspection  report,  the 
independent  public  accountant  must 
file  two  copies  of  the  previously 
nonpublic  portion  of  the  inspection 
report  with  the  FDIC,  Accounting  and 
Securities  Disclosure  Section,  550  17th 
Street,  NW.,  Washington,  DC  20429. 
Such  previously  nonpublic  portion  of 
the  PCAOB  inspection  report  will  be 
made  available  for  public  inspection  by 
the  FDIC. 

§  363.4  Filing  and  notice  requirements. 

(a)  Part  363  Annual  Report.  (1)  Each 
insured  depository  institution  shall  file 
with  each  of  the  FTDIC,  the  appropriate 
Federal  banking  agency,  and  any 
appropriate  State  bank  supervisor,  two 
copies  of  its  Part  363  Annual  Report.  A 
Part  363  Annual  Report  must  contain 
audited  comparative  annual  fincmcial 
statements,  the  independent  public 
accountant’s  report  thereon,  a 
management  report,  and,  if  applicable, 
the  independent  public  accountant’s 
attestation  report  on  management’s 
assessment  concerning  the  institution’s 
internal  control  structure  and 
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procedures  for  financial  reporting  as 
required  by  §§  363.2(a),  363.3(a). 
363.2(b),  and  363.3(b),  respectively. 

(2)  Subject  to  the  criteria  specified  in 
§  363.1(b),  each  insured  depository 
institution  with  consolidated  total  assets 
of  less  than  $1  billion  as  of  the 
beginning  of  its  fiscal  year  that  is 
required  to  file,  or  whose  parent  holding 
company  is  required  to  file^^ 
management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financial  reporting  with  the  SEC  or  the 
appropriate  Federal  banking  agency  in 
accordance  with  section  404  of  SOX 
must  submit  a  copy  of  such  assessment 
to  the  FDIC,  the  appropriate  Federal 
banking  agency,  and  any  appropriate 
State  bank  supervisor  with  its  Part  363 
Annual  Report  as  additional 
information.  This  assessment  will  not  be 
considered  part  of  the  institution’s  Part 
363  Annual  Report. 

(3) (i)  Each  insured  depository 
institution  that  is  neither  a  public 
company  nor  a  subsidiary  of  a  public 
company  that  meets  the  criterion 
specified  in  §  363.1(b)(1)  shall  file  its 
Part  363  Annual  Report  within  120  days 
after  the  end  of  its  fiscal  year,  (ii)  Each  , 
insured  depository  institution  that  is  a 
public  company  or  a  subsidiary  of 
public  company  that  meets  the  criterion 
specified  in  §  363.1(b)(1)  shall  file  its  • 
Part  363  Annual  Report  within  90  days 
after  the  end  of  its  fiscal  year. 

(b)  Public  availability.  Except  for  the 
annual  report  in  paragraph  (a)(1)  of  this 
section  and  the  peer  reviews  and 
inspection  reports  in  §  363.3(g),  which 
shall  be  available  for  public  inspection, 
the  FDIC  has  determined  that  all  other 
reports  and  notifications  required  hy 
this  part  are  exempt  from  public 
disclosure  by  the  FDIC. 

(c)  Independent  public  accountant’s 
letters  and  reports.  Except  for  the 
independent  public  accountant’s  reports 
that  are  included  in  its  Part  363  Annual 
Report,  each  insured  depository 
institution  shall  file  with  the  FDIC,  the 
appropriate  Federal  banking  agency, 
and  any  appropriate  State  bank 
supervisor,  a  copy  of  any  management 
letter  or  other  report  issued  by  its 
independent  public  accoimtant  with 
respect  to  such  institution  and  the 
services  provided  by  such  accountant 
pursuant  to  this  part  within  15  days 
after  receipt.  Such  reports  include,  but 
are  not  limited  to: 

(1)  Any  written  communication 
regarding  matters  that  are  required  to  be 
communicated  to  the  audit  committee 
(for  example,  critical  accounting 
policies,  alternative  accoimting 
treatments  discussed  with  management, 
and  any  schedule  of  unadjusted 
differences). 


(2)  Any  written  communication  of 
significant  deficiencies  and  material 
weaknesses  in  internal  control  required 
by  the  AICPA’s  or  the  PCAOB’s  auditing 
standards; 

(3)  For  institutions  with  total  assets  of 
less  than  $1  billion  as  of  the  beginning 
of  their  fiscal  year  that  are  public 
companies  or  subsidiaries  of  public 
companies  that  meet  the  criterion 
specified  in  §  363.1(b)(1),  any 
independent  public  accountant’s  report 
on  the  audit  of  internal  control  over 
financial  reporting  required  by  section 
404  of  SOX  and  the  PCAOB’s  auditing 
standards;  and 

(4)  For  all  institutions  that  are  public 
companies  or  subsidiaries  of  public 
companies  that  meet  the  criterion 
specified  in  §  363.1(b)(1),  any 
independent  public  accountant’s 
written  communication  of  all 
deficiencies  in  internal  control  over 
finemcial  reporting  that  are  of  a  lesser 
magnitude  than  significant  deficiencies 
required  by  the  PCAOB’s  auditing 
standards. 

(d)  Notice  of  engagement  or  change  of 
accountants.  Each  insured  depository 
institution  shall  provide,  within  15  days 
after  the  occurrence  of  any  such  event, 
written  notice  to  the  FDIC,  the 
appropriate  Federal  banking  agency, 
and  any  appropriate  State  bank 
supervisor  of  the  engagement  of  an 
independent  public  accountant,  or  the 
resignation  or  dismissal  of  the 
independent  public  accountant 
previously  engaged.  The  notice  shall 
include  a  statement  of  the  reasons  for 
any  such  resignation  or  dismissal  in 
reasonable  detail. 

(e)  Notification  of  late  filing.  No 
extensions  of  time  for  filing  reports 
required  by  §  363.4  shall  be  granted.  An 
insmred  depository  institution  that  is 
unable  to  timely  file  all  or  any  portion 
of  its  Part  363  Annual  Report  or  any 
other  report  or  notice  required  by 

§  363.4  shall  submit  a  written  notice  of 
late  filing  to  the  FDIC,  the  appropriate 
Federal  banking  agency,  and  any 
appropriate  State  bank  supervisor.  The 
notice  shall  disclose  the  institution’s 
inability  to  timely  file  all  or  specified 
portions  of  its  Part  363  Annual  Report 
or  any  other  report  or  notice  and  the 
reasons  therefore  in  reasonable  detail. 
The  late  filing  notice  shall  also  state  the 
date  by  which  the  report  or  notice  will 
be  filed.  The  written  notice  shall  be 
filed  on  or  before  the  deadline  for  filing 
the  Part  363  Annual  Report  or  any  other 
report  or  notice,  as  appropriate. 

(f)  Place  for  filing,  "nie  Part  363 
Annual  Report,  any  written  notification 
of  late  filing,  and  any  other  report  or 
notice  required  by  §  363.4  should  be 
filed  as  follows: 


(1)  FDIC:  Appropriate  FDIC  Regional 
or  Area  Office  (Division  of  Supervision 
and  Consumer  Protection),  i.e.,  the  FDIC 
regional  or  area  office  in  the  FDIC  region 
or  area  that  is  responsible  for 
monitoring  the  institution  or,  in  the  case 
of  a  subsidiary  institution  of  a  holding 
company,  the  consolidated  company.  A 
filing  made  on  behalf  of  several  covered 
institutions  owned  by  the  same  parent 
holding  company  should  be 
accompanied  by  a  transmittal  letter 
identifying  all  of  the  institutions 
covered. 

(2)  Office  of  the  Comptroller  of  the 
Currency  (OCC):  Appropriate  OCC 
Supervisory  Office. 

(3)  Federal  Reserve:  Appropriate 
Federal  Reserve  Bank. 

(4)  Office  of  Thrift  Supervision  (OTS): 
Appropriate  OTS  District  Office. 

(5)  State  bank  supervisor:  The  filing 
office  of  the  appropriate  State  bank 
supervisor. 

§  363.5  Audit  committees. 

(a)  Composition  and  duties.  Each 
insured  depository  institution  shall 
establish  an  audit  committee  of  its  board 
of  directors,  the  composition  of  which 
complies  with  paragraphs  (a)(1),  (2),  and 
(3)  of  this  section.  The  duties  of  the 
audit  committee  shall  include  the 
appointment,  compensation,  and 
oversight  of  the  independent  public 
accountant  who  performs  services 
required  under  this  part,  and  reviewing 
with  management  and  the  independent 
public  accountant  the  basis  for  the 
reports  issued  under  this  part. 

(1)  Each  insured  depository 
institution  with  total  assets  of  $1  billion 
or  more  as  of  the  beginning  of  its  fiscal 
year  shall  establish  an  independent 
audit  committee  of  its  bocird  of 
directors,  the  members  of  which  shall  be 
outside  directors  who  are  independent 
of  management  of  the  institution. 

(2)  Each  insured  depository 
institution  with  total  assets  of  $500 
million  or  more  but  less  than  $1  billion 
as  of  the  beginning  of  its  fiscal  year  shall 
establish  an  audit  committee  of  its  board 
of  directors,  the  members  of  which  shall 
be  outside  directors,  the  majority  of 
whom  shall  be  independent  of 
management  of  the  institution.  The 
appropriate  Federal  banking  agency 
may,  by  order  or  regulation,  permit  the 
audit  committee  of  such  an  insured 
depository  institution  to  be  made  up  of 
less  than  a  majority  of  outside  directors 
who  are  independent  of  management,  if 
the  agency  determines  that  the 
institution  has  encountered  hardships 
in  retaining  and  recruiting  a  sufficient 
number  of  competent  outside  directors 
to  serve  on  the  audit  committee  of  the 
institution. 
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(3)  An  outside  director  is  a  director 
who  is  not,  and  within  the  preceding 
fiscal  year  has  not  been,  an  officer  or 
employee  of  the  institution  or  any 
affiliate  of  the  institution. 

(b)  Committees  of  large  institutions. 
The  audit  committee  of  any  insured 
depository  institution  with  total  assets 
of  more  than  $3  billion  as  of  the 
beginning  of  its  fiscal  year  shall  include 
members  with  banking  or  related 
financial  management  expertise,  have 
access  to  its  own  outside  counsel,  and 
not  include  any  large  customers  of  the 
institution.  If  a  large  institution  is  a 
subsidiary  of  a  holding  company  and 
relies  on  the  audit  committee  of  the 
holding  company  to  comply  with  this 
rule,  the  holding  company’s  audit 
committee  shall  not  include  any 
members  who  are  large  customers  of  the 
subsidiary  institution. 

(c)  Independent  public  accountant 
engagement  letters.  (1)  In  performing  its 
duties  with  respect  to  the  appointment 
of  the  institution’s  independent  public 
accountant,  the  audit  committee  shall 
ensure  that  engagement  letters  and  any 
related  agreements  with  the 
independent  public  accountant  for 
services  to  be  performed  under  this  part 
do  not  contain  any  limitation  of  liability 
provisions  that: 

(1)  Indemnify  the  independent  public 
accountant  against  claims  made  by  third 
parties; 

(ii)  Hold  harmless  or  release  the 
independent  public  accountant  from 
liability  for  claims  or  potential  claims 
that  might  be  asserted  by  the  client 
insured  depository  institution,  other 
than  claims  for  punitive  damages;  or 

(iii)  Limit  the  remedies  available  to 
the  client  insured  depository  institution. 

(2)  Alternative  dispute  resolution 
agreements  and  jury  trial  waiver 
provisions  are  not  precluded  from 
engagement  letters  provided  that  they 
do  not  incorporate  any  limitation  of 
liability  provisions  set  forth  in 
paragraph  (c)(1)  of  this  section. 

Appendix  A  to  Part  363 — Guidelines 
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36.  Modifications  of  Guidelines 
Introduction 

Congress  added  section  36,  “Early 
Identification  of  Needed  Improvements  in 
Financial  Management”  (section  36),  to  the 
Federal  Deposit  Insurance  Act  (FDI  Act)  in 
1991. 

The  FDIC  Board  of  Directors  adopted  12 
CFR  part  363  of  its  rules  and  regulations  (the 
Rule)  to  implement  those  provisions  of 
section  36  that  require  rulemaking.  The  FDIC 
also  approved  these  “Guidelines  and 
Interpretations”  (the  Guidelines)  and 
directed  that  they  be  published  with  the  Rule 
to  facilitate  a  better  understanding  of,  and 
full  compliance  with,  the  provisions  of 
section  36. 

Although  not  contained  in  the  Rule  itself, 
some  of  the  guidance  offered  restates  or  refers 
to  statutory  requirements  of  section  36  and  is 
therefore  mandatory.  If  that  is  the  case,  the 
statutory  provision  is  cited. 

Furthermore,  upon  adopting  the  Rule,  the 
FDIC  reiterated  its  belief  that  every  insured 
depository  institution,  regardless  of  its  size  or 
ch^er,  should  have  an  annual  audit  of  its 


financial  statements  performed  by  an 
independent  public  accountant,  and  should 
establish  an  audit  committee  comprised 
entirely  of  outside  directors. 

The  following  Guidelines  reflect  the  views 
of  the  FDIC  concerning  the  interpretation  of 
section  36.  The  Guidelines  are  intended  to 
assist  insiu^d  depository  institutions 
(institutions),  their  boards  of  directors,  and 
their  advisors,  including  their  independent 
public  accountants  and  legal  counsel,  and  to 
clarify  section  36  and  the  Rule.  It  is 
recognized  that  reliance  on  the  Guidelines 
may  result  in  compliance  with  section  36  and 
the  Rule  which  may  vary  from  institution  to 
institution.  Terms  which  are  not  explained  in 
the  Guidelines  have  the  meanings  given  them 
in  the  Rule,  the  FDI  Act,  or  professional 
accounting  and  auditing  literature. 

Scope  of  Rule  and  Definitions  (§363.1) 

1.  Measuring  Total  Assets.  To  determine 
whether  this  part  applies,  an  institution 
should  use  total  assets  as  reported  on  its  most 
recent  Report  of  Condition  (Call  Report)  or 
Thrift  Financial  Report  (TFR),  the  date  of 
which  coincides  with  the  end  of  its 
preceding  fiscal  year.  If  its  fiscal  year  ends 
on  a  date  other  than  the  end  of  a  calendar 
quarter,  it  should  use  its  Call  Report  or  TFR 
for  the  quarter  end  immediately  preceding 
the  end  of  its  fiscal  year. 

2.  Insured  Branches  of  Foreign  Banks. 
Unlike  other  institutions,  insured  branches  of 
foreign  banks  are  not  separately  incorporated 
or  capitalized.  To  determine  whether  this 
part  applies,  an  insured  branch  should 
measure  claims  on  non-related  parties 
reported  on  its  Report  of  Assets  and 
Liabilities  of  U.S.  Branches  and  Agencies  of 
Foreign  Banks  (form  FFIEC  002). 

3.  Compliance  by  Holding  Company 
Subsidiaries.  Audited  consolidated  financial 
statements  and  other  reports  or  notices 
required  by  this  part  that  are  submitted  by  a 
holding  company  for  any  subsidiary 
institution  should  be  accompanied  by  a  cover 
letter  identifying  all  subsidiary  institutions 
subject  to  part  363  that  are  included  in  the 
holding  company’s  submission.  When 
submitting  a  Part  363  Annual  Report,  the 
cover  letter  should  identify  all  subsidiary 
institutions  subject  to  part  363  included  in 
the  consolidated  financial  statements  and 
state  whether  the  other  annual  report 
requirements  (j.e.,  management’s  statement 
of  responsibilities,  management’s  assessment 
of  compliance  with  designated  safety  and 
soundness  laws  and  regulations,  and,  if 
applicable,  management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financial  reporting  and  the  independent 
public  accountant’s  attestation  report  on 
management’s  internal  control  assessment) 
are  being  satisfied  for  these  institutions  at  the 
holding  company  level  or  at  the  institution 
level.  An  institution  filing  holding  company 
consolidated  financial  statements  as 
permitted  by  §  363.1(b)(1)  also  may  report  on 
changes  in  its  independent  public  accountant 
on  a  holding  company  basis.  An  institution 
that  does  not  meet  the  criteria  in  §  363.1(b)(2) 
must  satisfy  the  remaining  provisions  of  this 
part  on  an  individual  institution  basis  and 
maintain  its  own  audit  committee.  Subject  to 
the  criteria  in  §§  363.1(b)(1)  and  (2),  a  multi- 
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tiered  holding  company  may  satisfy  all  of  the 
requirements  of  this  part  at  the  top-tier  or  any 
mid-tier  holding  company  level. 

4.  Comparable  Services  and  Functions. 
Services  and  functions  will  be  considered 
“comparable”  to  those  required  by  this  part 
if  the  holding  company: 

(a)  Prepares  reports  used  by  the  subsidiary 
institution  to  meet  the  requirements  of  this 
part; 

(b)  Has  an  audit  committee  that  meets  the 
requirements  of  this  part  appropriate  to  its 
largest  subsidiary  institution;  and 

(c)  Prepares  and  submits  management’s 
assessment  of  compliance  with  the 
Designated  Laws  and  Regulations  defined  in 
guideline  7 A  and,  if  applicable, 
management’s  assessment  of  the  effectiveness 
of  internal  control  over  hnancial  reporting 
based  on  information  concerning  the  relevant 
activities  and  operations  of  those  subsidiary 
institutions  within  the  scope  of  the  Rule. 

4A,  Financial  Statements  Prepared  for 
Regulatory  Reporting  Purposes,  (a)  As  set 
forth  in  §  363.3(c)  of  this  part,  “financial 
reporting,”  at  a  minimum,  includes  both 
financial  statements  prepared  in  accordance 
with  generally  accepted  accounting 
principles  for  the  insured  depository 
institution  or  its  holding  company  and 
financial  statements  prepared  for  regulatory 
reporting  purposes.  More  specifically, 
financial  statements  prepared  for  regulatory 
reporting  purposes  include  the  schedules 
equivalent  to  the  basic  financial  statements 
that  are  included  in  an  insured  depository 
institution’s  or  its  holding  company’s 
appropriate  regulatory  report  (for  example. 
Schedules  RC,  RI,  and  RI-A  in  the 
Consolidated  Reports  of  Condition  and 
Income  (Call  Report)  for  an  insured  banlc;  and 
Schedules  SC  and  SO,  and  the  Summary  of 
Changes  in  Equity  Capital  section  in 
Schedule  SI  in  the  Tlhift  Financial  Report 
(TFR)  for  an  insured  thrift  institution).  For 
recognition  and  measurement  purposes, 
financial  statements  prepared  for  regulatory 
reporting  purposes  shall  conform  to  generally 
accepted  accounting  principles  and  section 
37  of  the  Federal  Deposit  Insurance  Act. 

(b)  Financial  statements  prepared  for 
regulatory  reporting  purposes  do  not  include 
regulatory  reports  prepared  by  a  non-bank 
subsidiary  of  a  holding  company  or  an 
institution.  For  example,  if  a  bank  holding 
company  or  an  insured  depository  institution 
owns  an  insurance  subsidiary,  financial 
statements  prepared  for  regulatory  reporting 
purposes  would  not  include  any  regulatory 
reports  that  the  insurance  subsidiary  is 
required  to  submit  to  its  appropriate 
insirrance  regulatory  agency. 

Annual  Reporting  Requirements  (§  363.2) 

5.  Aniiual  Financial  Statements.  Each 
institution  (other  than  an  insured  branch  of 
a  foreign  bank)  should  prepare  comparative 
annual  consolidated  financial  statements 
(balance  sheets  and  statements  of  income, 
changes  in  equity  capital,  and  cash  flows, 
with  accompanying  footnote  disclosures)  in 
accordance  with  GAAP  for  each  of  its  two 
most  recent  fiscal  years.  Statements  for  the 
earlier  year  may  be  presented  on  an 
unaudited  basis  if  the  institution  was  not 
subject  to  this  part  for  that  year  and  audited 
statements  were  not  prepared. 


5  A.  Institutions  Merged  Out  of  Existence. 

An  institution  that  is  merged  out  of  existence 
after  the  end  of  its  fiscal  year,  but  before  the 
deadline  for  filing  its  Part  363  Annual  Report 
(120  days  after  the  end  of  its  fiscal  year  for 
an  institution  that  is  neither  a  public 
company  nor  a  subsidiary  of  a  public 
company  that  meets  the  criterion  specified  in 
§  363.1(b)(1),  and  90  days  after  the  end  of  its 
fiscal  year  for  an  institution  that  is  a  public 
company  or  a  subsidiary  of  a  public  company 
that  meets  the  criterion  specified  in  - 
§  363.1(b)(1)),  is  not  required  to  file  a  Part 
363  Annual  Report  for  the  last  fiscal  year  of 
its  existence. 

6.  Holding  Company  Statements.  Subject  to 
the  criterion  specified  in  §  363.1(b)(1), 
subsidiary  institutions  may  file  copies  of 
their  holding  company’s  audited  financial 
statements  filed  with  the  SEC  or  prepared  for 
their  FR  Y-6  Annual  Report  under  the  Bank 
Holding  Company  Act  of  1956  to  satisfy  the 
audited  financial  statements  requirement  of 

§  363.2(a). 

7.  Insured  Branches  of  Foreign  Banks.  An 
insured  branch  of  a  foreign  bank  should 
satisfy  the  financial  statements  requirement 
by  filing  one  of  the  following  for  each  of  its 
two  most  recent  fiscal  years: 

(a)  Audited  balance  sheets,  disclosing 
information  about  financial  instruments  with 
off-balance-sheet  risk; 

(b)  Schedules  RAL  and  L  of  form  FFIEC 
002,  prepared  and  audited  on  the  basis  of  the 
instructions  for  its  preparation;  or 

(c)  With  written  approval  of  the 
appropriate  Federal  banking  agency, 
consolidated  financial  statements  of  the 
parent  bank. 

7 A.  Compliance  with  Designated  Laws  and 
Regulations.  The  designated  laws  and 
regulations  are  the  Federal  laws  and 
regulations  concerning  loans  to  insiders  and 
the  Federal  and,  if  applicable.  State  laws  and 
regulations  concerning  dividend  restrictions 
(the  Designated  Laws  and  Regulations).  Table 
1  to  this  Appendix  A  lists  the  designated 
Federal  laws  and  regulations  pertaining  to 
insider  loans  and  dividend  restrictions  (but 
not  the  State  laws  and  regulations  pertaining 
to  dividend  restrictions)  that  are  applicable 
to  each  type  of  institution. 

8.  Management  Report.  Management 
should  perform  its  own  investigation  and 
review  of  compliance  with  the  Designated 
Laws  and  Regulations  and,  if  required,  the 
effectiveness  of  internal  control  over 
financial  reporting.  Management  should 
maintain  records  of  its  determinations  and 
assessments  until  the  next  Federal  safety  and 
soundness  examination,  or  such  later  date  as 
specified  by  the  FDIC  or  the  appropriate 
Federal  banking  agency.  Management  should 
provide  in  its  assessment  of  the  effectiveness 
of  internal  control  over  financial  reporting,  or 
supplementally,  sufficient  information  to 
enable  the  accountant  to  report  on  its 
assertions.  The  management  report  of  an 
insured  branch  of  a  foreign  bank  should  be 
signed  by  the  branch’s  managing  official  if 
the  branch  does  not  have  a  chief  executive 
officer  or  a  chief  accoimting  or  financial 
officer. 

8A.  Management’s  Reports  on  Internal 
Control  over  Financial  Reporting  under  Part 
363  and' Section  404  of  SOX.  An  institution 


with  $1  billion  or  more  in  total  assets  as  of 
the  beginning  of  its  fiscal  year  that  is  subject 
to  both  part  363  and  the  SEC’s  rules 
implementing  section  404  of  SOX  (as  well  as 
a  public  holding  company  permitted  under 
the  holding  company  exception  in 
§  363.1(b)(2)  to  file  an  internal  control  report 
on  behalf  of  one  or  more  subsidiary 
institutions  with  $1  billion  or  more  in  total 
assets)  can  choose  either  of  the  following  two 
options  for  filing  management’s  report  on 
internal  control  over  financial  reporting. 

(i)  Management  can  prepare  two  separate 
reports  on  the  institution’s  or  the  holding 
company’s  internal  control  over  financial 
reporting  to  satisfy  the  FDIC’s  part  363 
requirements  and  the  SEC’s  section  404 
requirements;  or 

(ii)  Management  can  prepare  a  single  report 
on  internal  control  over  financial  reporting 
provided  that  it  satisfies  all  of  the  FDIC’s  part 
363  requirements  and  all  of  the  SEC’s  section 
404  requirements. 

8B.  Internal  Control  Reports  and  Part  363 
Annual  Reports  for  Acquired  Businesses. 
Generally,  the  FDIC  expects  management’s 
and  the  related  independent  public 
accountant’s  report  on  an  institution’s 
internal  control  over  financial  reporting  to 
include  controls  at  an  institution  in  its 
entirety,  including  all  of  its  consolidated 
entities.  However,  it  may  not  always  be 
possible  for  management  to  conduct  an 
assessment  of  the  internal  control  over 
financial  reporting  of  an  acquired  business  in 
the  period  between  the  consummation  date 
of  the  acquisition  and  the  due  date  of 
management’s  internal  control  assessment. 

(a)  In  such  instances,  the  acquired 
business’s  internal  control  structure  and 
procedures  for  financial  reporting  may  be 
excluded  from  management’s  assessment 
report  and  the  accountant’s  attestation  report 
on  internal  control  over  financial  reporting. 
However,  the  FDIC  expects  management’s 
assessment  report  to  identify  the  acquired 
business,  state  that  the  acquired  business  is 
excluded,  and  indicate  the  significance  of 
this  business  to  the  institution’s  consolidated 
financial  statements.  Notwithstanding 

'management’s  exclusion  of  the  acquired 
business’s  internal  control  from  its 
assessment,  management  should  disclose  any 
material  change  to  the  institution’s  internal 
control  over  financial  reporting  due  to  the 
acquisition  of  this  business.  Also, 
management  may  not  omit  the  assessment  of 
the  acquired  business’s  internal  control  firom 
more  than  one  annual  part  363  assessment 
report  on  internal  control  over  financial  . 
reporting.  When  the  acquired  business’s 
internal  control  over  financial  reporting  is 
excluded  from  management’s  assessment,  the 
independent  public  accountant  may  likewise 
exclude  this  acquired  business’s  internal 
control  over  financial  reporting  from  the 
accountant’s  evaluation  of  internal  control 
over  financial  reporting. 

(b)  If  the  acquired  business  is  or  has  a 
consolidated  subsidiary  that  is  an  insured 
depository  institution  subject  to  part  363  and 
the  institution  is  not  merged  out  of  existence 
before  the  deadline  for  filing  its  Part  363 
Annual  Report  (120  days  after  the  end  of  its 
fiscal  year  for  an  institution  that  is  neither  a 
public  company  nor  a  subsidiary  of  a  public 
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company  that  meets  the  criterion  specified  in 
§  363.1(b)(1),  and  90  days  after  the  end  of  its 
fiscal  year  for  an  institution  that  is  a  public 
company  or  a  subsidiary  of  public  company 
that  meets  the  criterion  specified  in 
§  363.1(b)(1)),  the  acquired  institution  must 
continue  to  comply  with  all  of  the  applicable 
requirements  of  part  363,  including  filing  its 
Part  363  Annual  Report. 

8C.  Management’s  Disclosure  of 
Noncompliance  with  the  Designated  Laws 
and  Regulations.  Management’s  disclosure  of 
noncompliance,  if  any,  with  the  Designated 
Laws  and  Regulations  should  separately 
indicate  the  number  of  instances  or 
frequency  of  noncompliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  (and,  if  applicable. 

State)  laws  and  regulations  pertaining  to 
dividend  restrictions.  The  disclosure  is  not 
required  to  specifically  identify  by  name  the 
individuals  (e.g.,  officers  or  directors)  who 
were  responsible  for  or  were  the  subject  of 
any  such  noncompliance.  However,  the 
disclosure  should  include  appropriate 
qualitative  and  quantitative  information  to 
describe  the  nature,  type,  and  severity  of  the 
noncompliance  and  the  dollar  amount  of  the 
insider  loan(s)  or  dividend(s)  involved. 
Similar  instances  of  noncompliance  may  be 
aggregated  as  to  number  of  instances  and 
quantified  as  to  the  dollar  amounts  or  the 
range  of  dollar  amounts  of  insider  loans  and/ 
or  dividends  for  which  noncompliance 
occurred.  Management  may  also  wish  to 
describe  any  corrective  actions  taken  in 
response  to  the  instances  of  noncompliance 
as  well  any  controls  or  procedures  that  are 
being  developed  or  that  have  been  developed 
and  implemented  to  prevent  or  detect  and 
correct  future  instances  of  noncompliance  on 
a  timely  basis. 

9.  Safeguarding  of  Assets.  “Safeguarding  of 
assets,”  as  the  term  relates  to  internal  control 
policies  and  procedures  regarding  financial 
reporting  and  which  has  precedent  in 
accounting  and  auditing  literature,  should  be 
encompassed  in  the  management  report  and 
the  independent  public  accountant’s 
attestation  discussed  in  guideline  18.  Testing 
the  existence  of  and  compliance  with 
internal  controls  on  the  management  of 
assets,  including  loan  underwriting  and 
documentation,  represents  a  reasonable 
implementation  of  section  36.  The  FDIC 
expects  such  internal  controls  to  be 
encompassed  by  the  assertion  in  the 
management  report,  but  the  term 
“safeguarding  of  assets”  need  not  be 
specifically  stated.  The  FDIC  does  not  require 
the  accountant  to  attest  to  the  adequacy  of 
safeguards,  but  does  require  the  accountant 
to  determine  whether  safeguarding  policies 
exist.^® 

10.  Standards  for  Internal  Control.  The 
management  of  each  insured  depository 
institution  with  $1  billion  or  more  in  total 
assets  as  of  the  beginning  of  its  fiscal  year 
should  base  its  assessment  of  the 
effectiveness  of  the  institution’s  internal 


It  is  management’s  responsibility  to  establish 
policies  concerning  underwriting  and  asset 
management  and  to  make  credit  decisions.  The 
auditor’s  role  is  to  test  compliance  with 
management’s  policies  relating  to  financial 
reporting. 


control  over  financial  reporting  on  a  suitable, 
recognized  control  ftnmework  established  by 
a  body  of  experts  that  followed  due-process 
procedures,  including  the  broad  distribution 
of  the  ft’amework  for  public  comment.  In 
addition  to  being  available  to  users  of 
management’s  reports,  a  framework  is 
suitable  only  when  it; 

•  Is  free  from  bias; 

•  Permits  reasonably  consistent  qualitative 
and  quantitative  measurements  of  an 
institution’s  internal  control  over  financial 
reporting; 

•  Is  sufficiently  complete  so  that  those 
relevant  factors  that  would  alter  a  conclusion 
about  the  effectiveness  of  an  institution’s 
internal  control  over  financial  reporting  are 
not  omitted;  and 

•  Is  relevant  to  an  evaluation  of  internal 
control  over  financial  reporting. 

In  the  United  States,  Internal  Control — 
Integrated  Framework,  including  its 
addendiun  on  safeguarding  assets,  which  was 
published  by  the  Committee  of  Sponsoring 
Organizations  of  the  Treadway  Commission, 
and  is  known  as  the  COSO  report,  provides 
a  suitable  and  recognized  framework  for 
proposes  of  management’s  assessment.  Other 
suitable  frameworks  have  been  published  in 
other  countries  or  may  be  developed  in  the 
future.  Such  other  suitable  frameworks  may 
be  used  by  management  and  the  institution’s 
independent  public  accountant  in 
assessments,  attestations,  and  audits  of 
internal  control  over  financial  reporting. 

11.  Service  Organizations.  Although 
service  organizations  should  be  considered  in 
determining  if  internal  control  over  financial 
reporting  is  effective,  an  institution’s 
independent  public  accountant,  its 
management,  and  its  audit  committee  should 
exercise  independent  judgment  concerning 
that  determination.  Onsite  reviews  of  service 
organizations  may  not  be  necessary  to 
prepare  the  report  required  by  the  Rule,  and 
the  FDIC  does  not  intend  that  the  Rule 
establish  any  such  requirement. 

12.  [Reserved.] 

Role  of  Independent  Public  Accountant 
(§363.3) 

13.  General  Qualifications.  To  provide 
audit  and  attest  services  to  insured 
depository  institutions,  an  independent 
public  accountant  should  be  registered  or 
licensed  to  practice  as  a  public  accountant, 
and  be  in  good  standing,  under  the  laws  of 
the  State  or  other  political  subdivision  of  the 
United  States  in  which  the  home  office  of  the 
institution  (or  the  insured  branch  of  a  foreign 
bank)  is  located.  As  required  by  section 
36(g)(3)(A)(i),  the  accountant  must  agree  to 
provide  copies  of  any  working  papers, 
policies,  and  procedures  relating  to  services 
performed  under  this  part. 

14.  [Reserved.] 

15.  Peer  Review  Guidelines.  The  following 
peer  review  guidelines  are  acceptable; 

(a)  The  external  peer  review  should  be 
conducted  by  an  organization  independent  of 
the  accountant  or  firm  being  reviewed,  as 
frequently  as  is  consistent  with  professional 
accoimting  practices; 

(b)  The  peer  review  (other  than  a  PCAOB 
inspection)  should  be  generally  consistent 
with  AICPA  Peer  Review  Standards;  and 


(c)  The  review  should  include,  if  available, 
at  least  one  audit  on  an  insured  depository 
institution  or  consolidated  depository 
institution  holding  company. 

16.  [Reserved.] 

17.  Information  to  be  Provided  to  the 
Independent  Public  Accountant.  Attention  is 
directed  to  section  36(h)  which  requires 
institutions  to  provide  specified  information 
to  their  accountants.  An  institution  also 
should  provide  its  accountant  with  copies  of 
any  notice  that  the  institution’s  capital 
category  is  being  changed  or  reclassified 
under  section  38  of  the  FDI  Act,  and  any 
correspondence  from  the  appropriate  Federal 
banking  agency  concerning  compliance  with 
this  part. 

18.  Attestation  Report  and  Management 
Letters.  The  independent  public  accountant 
should  provide  the  institution  with  any 
management  letter  and,  if  applicable,  an 
internal  control  attestation  report  (as  required 
by  section  36(c)(1))  at  the  conclusion  of  the 
audit.  The  independent  public  accountant’s 
attestation  report  on  internal  control  over 
financial  reporting  must  specifically  include 
a  statement  as  to  regulatory  reporting.  If  a 
holding  company  subsidiary  relies  on  its 
holding  company’s  management  report  to 
satisfy  the  Part  363  Annual  Report 
requirements,  the  accountant  may  attest  to 
and  report  on  the  management’s  assertions  in 
one  report,  without  reporting  separately  on 
each  subsidiary  covered  by  the  Rule.  The 
FDIC  has  determined  that  management  letters 
are  exempt  from  public  disclosure. 

18A.  Internal  Control  Atteatation 
Standards  for  Independent  Auditors,  (a) 

§  363.3(b)  provides  that  the  independent 
public  accountant’s  attestation  and  report  on 
management’s  assertion  concerning  the 
effectiveness  of  an  institution’s  internal 
control  structure  and  procedures  for  financial 
reporting  shall  be  made  in  accordance  with 
generally  accepted  standards  for  attestation 
engagements  or  the  PCAOB ’s  auditing 
standards,  if  applicable.  The  standards  that 
should  be  followed  by  the  institution’s 
independent  public  accountant  concerning 
internal  control  over  financial  reporting  for 
institutions  with  $1  billion  or  more  in  total 
assets  can  be  summarized  as  follows; 

(1)  For  an  insured  institution  that  is  neither 
a  public  company  nor  a  subsidiary  of  a 
public  company,  its  independent  public 
accountant  need  only  follow  the  AICPA’s 
attestation  standards. 

(2)  For  an  insured  institution  that  is  a 
public  company  that  is  required  to  comply 
with  the  auditor  attestation  requirement  of 
section  404  of  SOX,  its  independent  public 
accountant  should  follow  the  PCAOB ’s 
auditing  standards. 

(3)  For  an  insured  institution  that  is  a 
public  company  but  is  not  required  to 
comply  with  the  auditor  attestation 
requirement  of  section  404  of  SOX,  its 
independent  public  accountant  is  not 
required  to  follow  the  PCAOB’s  auditing 
standards.  In  this  case,  the  accoimtant  need 
only  follow  the  AICPA’s  attestation 
standards. 

(4)  For  an  insured  institution  that  is  a 
subsidiary  of  a  public  company  that  is 
required  to  comply  with  the  auditor 
attestation  requirement  of  section  404  of 
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SOX,  but  is  not  itself  a  public  company,  the 
institution  and  its  independent  public 
accountant  have  flexibility  in  complying 
with  the  internal  control  requirements  of  part 
363.  If  the  conditions  specified  in 
§  363.1(b)(2)  are  met,  management  and  the 
independent  public  accountant  may  choose 
to  report  on  internal  control  over  financial 
reporting  at  the  consolidated  holding 
company  level.  In  this  situation,  the 
independent  public  accountant’s  work  would 
be  performed  for  the  public  company  in 
accordance  with  the  PCAOB’s  auditing 
standards.  Alternatively,  the  institution  may 
choose  to  comply  with  the  internal  control 
reporting  requirements  of  part  363  at  the 
institution  level  and  its  independent  public 
accountant  could  follow  the  AICPA’s 
attestation  standards. 

(b)  If  an  independent  public  accountant 
need  only  follow  the  AICPA’s  attestation 
standards,  the  accountant  and  the  insured 
institution  may  instead  agree  to  have  the 
internal  control  attestation  performed  under 
the  PCAOB’s  auditing  standards. 

19.  Reviews  with  Audit  Committee  and 
Management.  The  independent  public 
accountant  should  meet  with  the  institution’s 
audit  committee  to  review  the  accountant’s 
reports  required  by  this  part  before  they  are 
filed.  It  also  may  be  appropriate  for  the 
accountant  to  review  its  findings  with  the 
institution’s  board  of  directors  and 
management. 

20.  Notice  of  Termination.  The  notice  of 
termination  required  by  §  363.3(c)  should 
state  whether  th^independent  public 
accountant  agrees  with  the  assertions 
contained  in  any  notice  filed  by  the 
institution  under  §  363.4(d),  and  whether  the 
institution’s  notice  discloses  all  relevant 
reasons  for  the  accountant’s  termination. 
Subject  to  the  criterion  specified  in 

§  363.1(b)(1)  regarding  compliance  with  the 
audited  financial  statements  requirement  at 
the  holding  company  level,  the  independent 
public  accormtant  for  an  insured  depository 
institution  that  is  a  public  company  and  files 
reports  with  its  appropriate  Federal  banking 
agency,  or  is  a  subsidiary  of  a  public 
company  that  files  reports  with  the  SEC,  may 
submit  the  letter  it  furnished  to  management 
to  be  filed  with  the  institution’s  or  the 
holding  company’s  current  report  (e.g.,  SEC 
Form  8-K)  concerning  a  change  in 
accountant  to  satisfy  the  notice  requirements 
of  §  363.3(c).  Alternatively,  if  the 
independent  public  accountant  confirms  that 
management  has  filed  a  current  report  (e.g., 
SEC  Form  8-K)  concerning  a  change  in 
accountant  that  satisfies  the  notice 
requirements  of  §  363.4(d)  and  includes  an 
independent  public  accountant’s  letter  that 
satisfies  the  requirements  of  §  363.3(c),  the 
independent  public  accountant  may  rely  on 
the  current  report  (e.g.,  SEC  Form  8-K)  filed 
with  the  FDIC  by  management  concerning  a 
change  in  accountant  to  satisfy  the  notice 
requirements  of  §  363.3(c). 

21.  Reliance  on  Internal  Auditors.  Nothing 
in  this  part  or  this  Appendix  is  intended  to 
preclude  the  ability  of  the  independent 
public  accountant  to  rely  on  the  work  of  an 
institution’s  internal  auditor. 

Filing  and  Notice  Requirements  (§363.4) 

22.  [Reserved.] 


23.  Notification  of  Late  Filing,  (a)  An 
institution’s  submission  of  a  written  notice  of 
late  filing  does  not  cure  the  requirement  to 
timely  file  the  Part  363  Annual  Report  or 
other  reports  or  notices  required  by  §  363.4. 

An  institution’s  failure  to  timely  file  is 
considered  an  apparent  violation  of  part  363. 

(b)  If  the  late  filing  notice  submitted 
pursuant  to  §  363.4(e)  relates  only  to  a 
portion  of  a  Part  363  Annual  Report  or  any 
other  report  or  notice,  the  insured  depository 
institution  should  file  the  other  components 
of  the  report  or  notice  within  the  prescribed 
filing  period  together  with  a  cover  letter  that 
indicates  which  components  of  its  Part  363 
Annual  Report  or  other  report  or  notice  are 
omitted.  An  institution  may  combine  the 
written  late  filing  notice  and  the  cover  letter 
into  a  single  notice  that  is  submitted  together 
with  the  other  components  of  the  report  or 
notice  that  are  being  timely  filed. 

24.  Public  Availability.  Each  institution’s 
Part  363  Annual  Report  should  be  available 
for  public  inspection  at  its  main  and  branch 
offices  no  later  than  15  days  after  it  is  filed 
with  the  FDIC.  Alternatively,  an  institution 
may  elect  to  mail  one  copy  of  its  Part  363 
Annual  Report  to  any  person  who  requests  it. 
The  Part  363  Annual  Report  should  remain 
available  to  the  public  until  the  Part  363 
Annual  Report  for  the  next  year  is  available. 
An  institution  may  use  its  Part  363  Annual 
Report  under  this  part  to  meet  the  annual 
disclosure  statement  required  by  12  CFR 
350.3,  if  the  institution  satisfies  all  other 
requirements  of  12  CFR  Part  350. 

25.  [Reserved.] 

26.  Notices  Concerning  Accountants.  With 
respect  to  any  selection,  change,  or 
termination  of  an  independent  public 
accountant,  an  institution’s  management  and 
audit  committee  should  be  familiar  with  the 
notice  requirements  in  §  363.4(d)  and 
guideline  20,  and  management  should  send 
a  copy  of  any  notice  required  under 

§  363.4(d)  to  the  independent  public 
accountant  when  it  is  filed  with  the  FDIC.  An 
insured  depository  institution  that  Is  a  public 
company  and  files  reports  required  under  the 
Federal  securities  laws  with  its  appropriate 
Federal  banking  agency,  or  is  a  subsidiary  of 
a  public  company  that  files  such  reports  with 
the  SEC,  may  use  its  current  report  (e.g.,  SEC 
Form  8-K)  concerning  a  change  in 
accountant  to  satisfy  the  notice  requirements 
of  §  363.4(d)  subject  to  the  criterion  of 
§  363.1(b)(1)  regarding  compliance  with  the 
audited  financial  statements  requirement  at 
the  holding  company  level. 

Audit  Committees  (§  363.5) 

27.  Composition.  The  board  of  directors  of 
each  institution  should  determine  whether 
each  existing  or  potential  audit  committee 
member  meets  the  requirements  of  section  36 
and  this  part.  To  do  so,  the  board  of  directors 
should  maintain  an  approved  set  of  written 
criteria  for  determining  whether  a  director 
who  is  to  serve  on  the  audit  committee  is  an 
outside  director  (as  defined  in  §  363.5(a)(3)) 
and  is  independent  of  management.  At  least 
annually,  the  board  of  each  institution 
should  determine  whether  each  existing  or 
potential  audit  committee  member  is  an 
outside  director.  In  addition,  at  least 
annually,  the  board  of  an  institution  with  $1 


billion  or  more  in  total  assets  as  of  the 
beginning  of  its  fiscal  year  should  determine 
whether  all  existing  and  potential  audit 
committee  members  are  “independent  of 
management  of  the  institution’’  and  the  board 
of  an  institution  with  total  assets  of  $500 
million  or  more  but  less  than  $1  billion  as 
of  the  beginning  of  its  fiscal  year  should 
determine  whether  the  majority  of  all 
existing  and  potential  audit  committee 
members  are  “independent  of  management  of 
the  institution.”  The  minutes  of  the  board  of 
directors  should  contain  the  results  of  and 
the  basis  for  its  determinations  with  respect 
to  each  existing  and  potential  audit 
committee  member.  Because  an  insured 
branch  of  a  foreign  bank  does  not  have  a 
separate  board  of  directors,  the  FDIC  will  not 
apply  the  audit  committee  requirements  to 
such  branch.  However,  any  such  branch  is 
encouraged  to  make  a  reasonable  good  faith 
effort  to  see  that  similar  duties  are  performed 
by  persons  whose  experience  is  generally 
consistent  with  the  Rule’s  requirements  for 
an  institution  the  size  of  the  insured  branch. 

28.  "Independent  of  Management” 
Considerations.  It  is  not  possible  to 
anticipate,  or  explicitly  provide  for,  all 
circumstances  that  might  signal  potential 
conflicts  of  interest  in,  or  that  might  bear  on, 
an  outside  director’s  relationship  to  an 
insured  depository  institution  and  whether 
the  outside  director  should  be  deemed 
“independent  of  management.”  When 
assessing  an  outside  director’s  relationship 
with  an  institution,  the  board  of  directors 
should  consider  the  issue  not  merely  from 
the  standpoint  of  the  director  himself  or 
herself,  but  also  from  the  standpoint  of 
persons  or  organizations  with  which  the 
director  has  an  affiliation.  These 
relationships  can  include,  but  are  not  limited 
to,  commercial,  banking,  consulting, 
charitable,  and  family  relationships.  To  assist 
boards  of  directors  in  fulfilling  their 
responsibility  to  determine  whether  existing 
and  potential  members  of  the  audit 
committee  are  “independent  of 
management,”  paragraphs  (a)  through  (d)  of 
this  guideline  provide  guidance  for  making 
this  determination. 

(a)  If  an  outside  director,  either  directly  or 
indirectly,  owns  or  controls,  or  has  owned  or 
controlled  within  the  preceding  fiscal  year, 

10  percent  or  more  of  any  outstanding  class 
of  voting  securities  of  the  institution,  the 
institution’s  board  of  directors  should 
determine,  and  document  its  basis  and 
rationale  for  such  determination,  whether 
such  ownership  of  voting  securities  would 
interfere  with  the  outside  director’s  exercise 
of  independent  judgment  in  carrying  out  the 
responsibilities  of  an  audit  committee 
member,  including  the  ability  to  evaluate 
objectively  the  propriety  of  management’s 
accounting,  internal  control,  and  reporting 
policies  and  practices.  Notwithstanding  the 
criteria  set  forth  in  paragraphs  (b),  (c),  and  (d) 
of  this  guideline,  if  the  board  of  directors 
determines  that  such  ownership  of  voting 
securities  would  interfere  with  the  outside 
director’s  exercise  of  independent  judgment, 
the  outside  director  will  not  be  considered 
“independent  of  management.” 

(b)  The  following  list  sets  forth  additional 
criteria  that,  at  a  minimum,  a  board  of 
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directors  should  consider  when  determining 
whether  an  outside  director  is  “independent 
of  management.”  The  board  of  directors  may 
conclude  that  additional  criteria  are  also 
relevant  to  this  determination  in  light  of  the 
particular  circumstances  of  its  institution. 
Accordingly,  an  outside  director  will  not  be 
considered  “independent  of  management”  if; 

(1)  The  director  serves,  or  has  served  within 
the  last  three  years,  as  a  consultant,  advisor, 
promoter,  underwriter,  legal  counsel,  or 
trustee  of  or  to  the  institution  or  its  affiliates. 

(2)  The  director  has  been,  witliin  the  last 
three  years,  an  employee  of  the  institution  or 
any  of  its  affiliates  or  an  immediate  family 
member  is,  or  has  been  within  the  last  three 
years,  an  executive  officer  of  the  institution 
or  any  of  its  affiliates. 

(3)  The  director  has  participated  in  the 
preparation  of  the  financial  statements  of  the 
institution  or  any  of  its  affiliates  at  any  time 
during  the  last  t^ee  years. 

(4)  The  director  has  received,  or  has  an 
immediate  family  member  who  has  received, 
during  any  twelve-month  period  within  the 
last  three  years,  more  than  $100,000  in  direct 
and  indirect  compensation  from  the 
institution,  its  subsidiaries,  and  its  affiliates 
for  consulting,  advisory,  or  other  services 
other  than  director  and  committee  fees  and 
pension  or  other  forms  of  deferred 
compensation  for  prior  service  (provided 
such  compensation  is  not  contingent  in  any 
way  on  continued  service).  Direct 
compensation  also  would  not  include 
compensation  received  by  the  director  for 
former  service  as  an  interim  chairman  or 
interim  chief  executive  officer. 

(5)  The  director  or  an  immediate  family 
member  is  a  current  partner  of  a  firm  that 
performs  internal  or  external  auditing 
services  for  the  institution  or  any  of  its 
affiliates:  the  director  is  a  current  employee 
of  such  a  firm;  the  director  has  an  immediate 
family  member  who  is  a  current  employee  of 
such  a  firm  and  who  participates  in  the  firm’s 
audit,  assurance,  or  tax  compliance  practice; 
or  the  director  or  an  immediate  family 
member  was  within  the  last  three  years  (but 
no  longer  is)  a  partner  or  employee  of  such 

a  firm  and  personally  worked  on  the  audit  of 
the  insured  depository  institution  or  any  of 
its  affiliates  within  that  time. 

(6)  The  director  or  an  immediate  family 
member  is,  or  has  been  within  the  last  three 
years,  employed  as  an  executive  officer  of 
another  entity  where  any  of  the  present 
executive  officers  of  the  institution  or  any  of 
its  affiliates  at  the  same  time  serves  or  served 
on  that  entity’s  compensation  committee. 

(7)  The  director  is  a  current  employee,  or 
an  immediate  family  member  is  a  current 
executive  officer,  of  an  entity  that  has  made 
payments  to,  or  received  payments  from,  the 
institution  or  any  of  its  affiliates  for  property 
or  services  in  an  amount  which,  in  any  of  the 
last  three  fiscal  years,  exceeds  the  greater  of 
$200  thousand,  or  5  percent  of  such  entity’s 
consolidated  gross  revenues.  This  would 
include  payments  made  by  the  institution  or 
any  of  its  affiliates  to  not-for-profit  entities 
where  the  director  is  an  executive  officer  or 
where  an  immediate  family  member  of  the 
director  is  an  executive  officer. 

(8)  For  purposes  of  paragraph  (b)  of  this 
guideline: 


(i)  An  “immediate  family  member” 
includes  a  person’s  spouse,  parents,  children, 
siblings,  mothers-  and  fathers-in-law,  sons- 
and  daughters-in-law,  brothers-  and  sisters- 
in-law,  and  anyone  (other  than  domestic 
employees)  who  shares  such  person’s  home. 

(ii)  The  term  affiliate  of,  or  a  person 
affiliated  with,  a  specified  person,  means  a 
person  or  entity  that  directly,  or  indirectly 
through  one  or  more  intermediaries,  controls, 
or  is  controlled  by,  or  is  under  common 
control  with,  the  person  specified. 

(iii)  The  term  indirect  compensation  for 
consulting,  advisory,  or  other  services 
includes  the  acceptance  of  a  fee  for  such 
services  by  a  director’s  immediate  family 
member  or  by  an  organization  in  which  the 
director  is  a  partner  or  principal  that 
provides  accounting,  consulting,  legal, 
investment  banking,  or  financial  advisory 
services  to  the  institution,  any  of  its 
subsidiaries,  or  any  of  its  affiliates. 

(iv)  The  terms  direct  and  indirect 
compensation  and  pa3rments  do  not  include 
payments  such  as  dividends  arising  solely 
from  investments  in  the  institution’s  equity 
securities,  provided  the  same  per  share 
amounts  are  paid  to  all  shareholders  of  that 
class;  interest  income  from  investments  in 
the  institution’s  deposit  accounts  and  debt 
securities;  loans  fi'om  the  institution  that 
conform  to  all  regulatory  requirements 
applicable  to  such  loans  except  that  interest 
payments  or  other  fees  paid  in  association 
with  such  loans  would  be  considered 
payments;  and  payments  under  non¬ 
discretionary  charitable  contribution 
matching  programs. 

(c)  An  insured  depository  institution  that 
is  a  public  company  and  a  listed  issuer  (as 
defined  in  Rule  lOA-3  of  the  Securities 
Exchange  Act  of  1934  (Exchange  Act)),  or  is 
a  subsidiary  of  a  public  company  that  meets 
the  criterion  specified  in  §  363.1(b)(1)  and  is 
a  listed  issuer,  may  choose  to  use  the 
definition  of  audit  committee  member 
independence  set  forth  in  the  listing 
standards  applicable  to  the  public  institution 
or  its  public  company  parent  for  purposes  of 
determining  whether  an  outside  director  is 
“independent  of  management.” 

(d)  All  other  insured  depository 
institutions  may  choose  to  use  the  definition 
of  audit  committee  member  independence  set 
forth  in  the  listing  standards  of  a  national 
securities  exchange  that  is  registered  with  the 
SEC  pursuant  to  section  6  of  the  Exchange 
Act  or  a  national  securities  association  that 

is  registered  with  the  SEC  pursuant  to  section 
15A(a)  of  the  Exchange  Act  for  purposes  of 
determining  whether  an  outside  director  is 
“independent  of  management.” 

29.  [Reserved.] 

30.  Holding  Company  Audit  Committees. 

(a)  When  an  insured  depository  institution 
satisfies  the  requirements  for  the  holding 
company  exception  specified  in 

§§  363.1(b)(1)  and  (2),  the  audit  committee 
requirement  of  this  part  may  be  satisfied  by 
the  audit  committee  of  the  top-tier  or  any 
mid-tier  holding  company.  Members  of  the 
audit  committee  of  the  holding  company 
should  meet  all  the  membership 
requirements  applicable  to  the  largest 
subsidiary  depository  institution  subject  to 
part  363  and  should  perform  all  the  duties  of 


the  audit  committee  of  a  subsidiary 
institution  subject  to  part  363,  even  if  the 
holding  company  directors  are  not  directors 
of  the  institution. 

(b)  When  an  insured  depository  institution 
subsidiary  with  total  assets  of  $1  billion  or 
more  as  of  the  beginning  of  its  fiscal  year 
does  not  meet  the  requirements  for  the 
holding  company  exception  specified  in 

§§  363.1(b)(1)  and  (2)  or  maintains  its  own 
separate  audit  committee  to  satisfy  the 
requirements  of  this  part,  the  members  of  the 
audit  committee  of  the  top-tier  or  any  mid¬ 
tier  holding  company  may  serve  on  the  audit 
committee  of  the  subsidiary  institution  if 
they  are  otherwise  independent  of 
management  of  the  subsidiary  institution, 
and,  if  applicable,  meet  any  other 
requirements  for  a  large  subsidiary 
institution  covered  by  this  part. 

(c)  When  an  insured  depository  institution 
with  total  assets  of  $500  million  or  more  but 
less  than  $1  billion  as  of  the  beginning  of  its 
fiscal  year  does  not  meet  the  requirements  for 
the  holding  company  exception  specified  in 
§§  363.1(b)(1)  and  (2)  or  maintains  its  owm 
separate  audit  committee  to  satisfy  the 
requirements  of  this  part,  the  members  of  the 
audit  committee  of  the  top-tier  or  any  mid¬ 
tier  holding  company  may  serve  on  ffie  audit 
committee  of  the  subsidiary  institution 
provided  a  majority  of  the  institution’s  audit 
committee  members  are  independent  of 
management  of  the  subsidiary  institution. 

(d)  Officers  and  employees  of  a  top-tier  or 
any  mid-tier  holding  company  may  not  serve 
on  the  audit  committee  of  a  subsidiary 
institution  subject  to  part  363. 

31.  Duties.  The  audit  committee  should 
perform  all  duties  determined  by  the 
institution’s  board  of  directors  and  it  should 
maintain  minutes  and  other  relevant  records 
of  its  meetings  and  decisions.  The  duties  of 
the  audit  committee  should  be  appropriate  to 
the  size  of  the  institution  and  the  complexity 
of  its  operations,  and,  at  a  minimum,  should 
include  the  appointment,  compensation,  and 
oversight  of  the  independent  public 
accountant;  reviewing  with  management  and 
the  independent  public  accountant  the  basis 
for  their  respective  reports  issued  under 
§§  363.2(a)  and  (h)  and  §§  363.3(a)  and  (b); 
reviewing  and  satisfying  itself  as  to  the 
independent  public  accountant’s  compliance 
with  the  required  qualifications  for 
independent  public  accountants  set  forth  in 
§§  363.3(f)  and  (g)  and  guidelines  13  through 
16;  ensuring  that  audit  engagement  letters 
comply  with  the  provisions  of  §  363.5(c) 
before  engaging  an  independent  public 
accountant;  being  familiar  with  the  notice 
requirements  in  §  363.4(d)  and  guideline  20 
regarding  the  selection,  change,  or 
termination  of  an  independent  public 
accountant;  and  ensuring  that  management 
sends  a  copy  of  any  notice  required  under 
§  363.4(d)  to  the  independent  public 
accountant  when  it  is  filed  with  the  FDIC. 
Appropriate  additional  duties  could  include: 

(a)  Reviewing  with  management  and  the 
independent  public  accountant  the  scope  of 
services  required  by  the  audit,  significant 
accounting  policies,  and  audit  conclusions 
regarding  significant  accounting  estimates; 

(b)  Reviewing  with  management  and  the 
accountant  their  assessments  of  the 
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effectiveness  of  internal  control  over 
financial  reporting,  and  the  resolution  of 
identified  material  weaknesses  and 
significant  deficiencies  in  internal  control 
over  financial  reporting,  including  the 
prevention  or  detection  of  management 
override  or  compromise  of  the  internal 
control  system; 

(c)  Reviewing  with  management  the 
institution’s  compliance  with  the  Designated 
Laws  and  Regulations  identified  in  guideline 
7A: 

(d)  Discussing  with  management  and  the 
independent  public  accoimtant  any 
significant  disagreements  between 
management  and  the  independent  public 
accountant;  and 

(e)  Overseeing  the  internal  audit  function. 

32.  Banking  or  Related  Financial 
Management  Expertise.  At  least  two  members 
of  the  audit  committee  of  a  large  institution 
shall  have  "banking  or  related  financial 
management  expertise”  as  required  by 
section  36(g)(l)(C)(i).  This  determination  is  to 
be  made  by  the  board  of  directors  of  the 
insured  depository  institution.  A  person  will 
be  considered  to  have  such  required 
expertise  if  the  person  has  significant 
executive,  professional,  educational,  or 
regulatory  experience  in  financial,  auditing, 
accounting,  or  banking  matters  as  determined 
by  the  board  of  directors.  Significant 
experience  as  an  officer  or  member  of  the 
board  of  directors  or  audit  committee  of  a 
financial  services  company  would  satisfy 
these  criteria.  A  person  who  has  the 
attributes  of  an  “audit  committee  financial 
expert”  as  set  forth  in  the  SEC’s  rules  would 
also  satisfy  these  criteria. 

33.  Large  Customers.  Any  individual  or 
entity  (including  a  controlling  person  of  any 
such  entity)  which,  in  the  determination  of 


the  board  of  directors,  has  such  significant 
direct  or  indirect  credit  or  other  relationships 
with  the  institution,  the  termination  of  which 
likely  would  materially  and  adversely  affect 
the  institution’s  financial  condition  or  results 
of  operations,  should  be  considered  a  “large 
customer”  for  purposes  of  §  363.5(b). 

34.  Access  to  Counsel.  The  audit 
committee  should  be  able  to  retain  counsel 
at  its  discretion  without  prior  permission  of 
the  institution’s  board  of  directors  or  its 
management.  Section  36  does  not  preclude 
advice  from  the  institution’s  internal  counsel 
or  regular  outside  counsel.  It  also  does  not 
require  retaining  or  consulting  counsel,  but  if 
the  committee  elects  to  do  either,  it  also  may 
elect  to  consider  issues  affecting  the 
counsel’s  independence.  Such  issues  would 
include  whether  to  retain  or  consult  only 
counsel  not  concurrently  representing  the 
institution  or  any  affiliate,  and  whether  to 
place  limitations  on  any  counsel  representing 
the  institution  concerning  matters  in  which 
such  counsel  previously  participated 
personally  and  substantially  as  outside 
coimsel  to  the  committee. 

35.  Transition  Period  for  Forming  and 
Restructuring  Audit  Committees. 

(a)  When  an  insured  depository 
institution’s  total  assets  as  of  the  beginning 
of  its  fiscal  year  are  $500  million  or  more  for 
the  first  time  and  it  thereby  becomes  subject 
to  part  363,  no  regulatory  action  will  be  taken 
if  the  institution  (1)  develops  and  approves 
a  set  of  written  criteria  for  determining 
whether  a  director  who  is  to  serve  on  the 
audit  committee  is  an  outside  director  and  is 
independent  of  management  and  (2)  forms  or 
restructures  its  audit  committee  to  comply 
with  §  363.5(a)(2)  by  the  end  of  that  fiscal 
year. 


(b)  When  an  insured  depository 
institution’s  total  assets  as  of  the  beginning 
of  its  fiscal  year  are  $1  billion  or  more  for  the 
first  time,  no  regulatory  action  will  be  taken 
if  the  institution  forms  or  restructures  its 
audit  committee  to  comply  with  §  363.5(a)(1) 
by  the  end  of  that  fiscal  year,  provided  that 
the  composition  of  its  audit  committee  meets 
the  requirements  specified  in  §  363.5(a)(2)  at 
the  begiiming  of  that  fiscal  year,  if  such 
requirements  were  applicable. 

(c)  When  an  insured  depository 
institution’s  total  assets  as  of  the  beginning 
of  its  fiscal  year  are  $3  billion  or  more  for  the 
first  time,  no  regulatory  action  will  be  taken 
if  the  institution  forms  or  restructures  its 
audit  committee  to  comply  with  §  363.5(b)  by 
the  end  of  that  fiscal  year,  provided  that  the 
composition  of  its  audit  committee  meets  the 
requirements  specified  in  §  363.5(a)(1)  at  the 
beginning  of  that  fiscal  year,  if  such 
requirements  were  applicable. 

Other 

36.  Modifications  of  Guidelines.  The 
FDIC’s  Board  of  Directors  has  delegated  to 
the  Director  of  the  FDIC’s  Division  of 
Supervision  and  Consumer  Protection 
au^ority  to  make  and  publish  in  the  Federal 
Register  minor  technical  amendments  to  the 
Guidelines  in  this  Appendix  and  the 
guidance  and  illustrative  reports  in 
Appendix  B,  in  consultation  with  the  other 
appropriate  Federal  hanking  agencies,  to 
reflect  the  practical  experience  gained  from 
implementation  of  this  part.  It  is  not 
anticipated  any  such  modification  would  be 
effective  until  affected  institutions  have  been 
given  reasonable  advance  notice  of  the 
modification.  Any  material  modification  or 
amendment  will  be  subject  to  review  and 
approval  of  the  FDIC  Board  of  Directors. 
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j 

I - ^ - 

National 

banks 

State 

member 

banks 

State  non¬ 
member 
banks 

Savings 

associations 

Insider  Loans — Parts  and/or  Sections  of  1 

ntle  12  of  the  United  States  Codi 

a 

375a . 

375b . 

1468(b)  . 

18280)(2)  .... 

1828a)(3)(B) 


Loans  to  Executive  Officers  of  Banks . 

Extensions  of  Credit  to  Executive  Officers,  Di¬ 
rectors,  and  Principal  Shareholders  of  Banks. 

Extensions  of  Credit  to  Executive  Officers,  Di¬ 
rectors,  and  Principal  Shareholders. 

Extensions  of  Credit  to  Officers,  Directors,  and 
Principal  Shareholders. 

Extensions  of  Credit  to  Officers,  Directors,  and 
Principal  Shareholders. 


V 

V 


(B) 


V  (A) 

\  (A) 


(A) 

(A) 

V 


(C) 


Parts  and/or  Sections  of  Title  12  of  the  Code  of  Federal  Regulations 


31  . . . 

Extensions  of  Credit  to  Insiders  . 

V 

32 . 

Lending  Limits  . 

215 . 

Loans  to  Executive  Officers,  Directors,  and  Prin¬ 
cipal  Shareholders  of  Member  Banks. 

>/ 

>/ 

(D) 

(E) 

337.3  . 

Limits  on  Extensions  of  Credit  to  Executive  Offi- 

V 

cers.  Directors,  and  Principal  Shareholders  of 
Insured  Nonmember  Banks. 

563.43  . 

Loans  by  Savings  Associations  to  Their  Execu¬ 
tive  oifficers,  Directors,  and  Principal  Share¬ 
holders. 

V 

Federal  Register/ Vol.  74,  No.  137 /Monday,  July  20,  2009 /Rules  and  Regulations 


35755 


Table  1  to  Appendix  A— Designated  Federal  Laws  and  Regulations  Applicable  to;— Continued 


National 

banks 

State 

member 

banks 

State  non¬ 
member 
banks 

Savings 

associations 

Dividend  Restrictions — Parts  and/or  Sections  of  Title  12  of  the  United  States  Code 

56 . 

Prohibition  on  Withdrawal  of  Capital  and  Un¬ 
earned  Dividends. 

Dividends  and  Surplus  Fund . . 

y 

V 

60  . 

V 

a/ 

1467a(f)  . 

Declaration  of  Dividend  . 

V 

18310(d)(1)  . 

_ 1 

Prompt  Corrective  Action — Capital  Distributions 
Restricted. 

_ i 

>/ 

1 

i  ^ 

>/ 

Parts  and/or  Sections  of  Title  12  of  the  Code  of  Federal  Regulations 

5  Subpart  E  . 

Payment  of  Dividends  . 

6.6  . 

Prompt  Corrective  Action — Restrictions  on 

Undercapitalized  Institutions. 

Dividends  and  Other  Distributions . 

V 

208.5  . 

a/ 

208.45  . 

Prompt  Corrective  Action — Restrictions  on 

Undercapitalized  Institutions. 

Prompt  Corrective  Action — Restrictions  on 

Undercapitalized  Institutions. 

Capital  Distributions . 

V 

325.105  . 

a/ 

563  Subpart  E  . 

a/ 

565.6  . . 

Prompt  Corrective  Action — Restrictions  on 

Undercapitalized  Institutions. 

aI 

A.  Subsections  (g)  and  (h)  of  section  22  of  the  Federal  Reserve  Act  [12  U.S.C.  375a,  375b] 

B.  Applies  only  to  insur^  Federal  branches  of  foreign  banks. 

C.  Applies  only  to  insured  State  branches  of  foreign  banks. 

D.  See  12  CFR  337.3. 

E.  See  12  CFR  563.43. 


Appendix  B  to  Part  363 — Illustrative 
Management  Reports 

Table  of  Contents 

1.  General 

2.  Reporting  Scenarios  for  Institutions  that 

are  Holding  Company  Subsidiaries 

3.  Illustrative  Statements  of  Management’s 

Responsibilities 

4.  Illustrative  Reports  on  Management’s 

Assessment  of  Compliance  with 
Designated  Laws  and  Regulations 

5.  Illustrative  Reports  on  Management’s 

Assessment  of  Internal  Control  Over 
Finemcial  Reporting 

6.  Illustrative  Management  Report — 

Combined  Statement  of  Management’s 
Responsibilities,  Report  on 
Management’s  Assessment  of 
Compliance  With  Designated  Laws  and 
Regulations,  and  Report  on 
Management’s  Assessment  of  Internal 
Control  Over  Financial  Reporting 

7.  Illustrative  Cover  Letter — Compliance  by 

Holding  Company  Subsidiaries 

1.  General.  The  reporting  scenarios, 
illustrative  management  reports,  and  the 
cover  letter  (when  complying  at  the  holding 
company  level)  in  Appendix  B  to  part  363  are 
intended  to  assist  managements  of  insured 
depository  institutions  in  complying  with  the 
annual  reporting  requirements  of  §  363.2  and 
guideline  3,  Compliance  by  Holding 
Company  Subsidiaries,  of  Appendix  A  to  part 
363.  However,  use  of  the  illustrative 
management  reports  and  cover  letter  is  not 
required.  The  managements  of  insured 
depository  institutions  are  encouraged  to 
tailor  the  wording  of  their  management 
reports  and  cover  letters  to  fit  their  particular 
circumstances,  especially  when  reporting  on 


material  weaknesses  in  internal  control  over 
financial  reporting  or  noncompliance  with 
designated  laws  and  regulations.  Terms  that 
are  not  explained  in  Appendix  B  have  the 
meanings  given  them  in  part  363,  the  FDI 
Act,  or  professional  accoimting  and  auditing 
literature.  Instructions  to  the  preparer  of  the 
management  reports  are  shown  in  brackets 
within  the  illustrative  reports. 

2.  Reporting  Scenarios  for  Institutions  that 
are  Holding  Company  Subsidiaries,  (a) 

Subject  to  the  criteria  specified  in  §  363.1(b), 
an  insured  depository  institution  that  is  a 
subsidiary  of  a  holding  company  has 
flexibility  in  satisfying  the  reporting 
requirements  of  part  363.  When  reporting  at 
the  holding  company  level,  the  management 
report,  or  the  individual  components  thereof, 
should  identify  those  subsidiary  institutions 
that  are  subject  to  part  363  and  the  extent  to 
which  they  are  included  in  the  scope  of  the 
management  report  or  a  component  of  the 
report.  The  following  reporting  scenarios 
reflect  how  an  insured  depository  institution 
that  meets  the  criteria  set  forth  in  §  363.1(b) 
could  satisfy  the  annual  reporting 
requirements  of  §  363.2.  Other  reporting 
scenarios  are  possible. 

(i)  An  institution  that  is  a  subsidiary  of  a 
holding  company  may  satisfy  the 
requirements  for  audited  financial 
statements:  management’s  statement  of 
responsibilities:  management’s  assessment  of 
the  institution’s  compliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions:  management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financial  reporting,  if  applicable:  emd  the 
independent  public  accountant’s  attestation 


on  management’s  assertion  as  to  the 
effectiveness  of  internal  control  over 
financial  reporting,  if  applicable,  at  the 
insured  depository  institution  level. 

(ii)  An  institution  that  is  a  subsidiary  of  a 
holding  company  may  satisfy  the 
requirements  for  audited  financial 
statements:  management’s  statement  of 
responsibilities:  management’s  assessment  of 
the  institution’s  compliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions:  management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financial  reporting,  if  applicable:  and  the 
independent  public  accountant’s  attestation 
on  management’s  assertion  as  to  the 
effectiveness  of  internal  control  over 
financial  reporting,  if  applicable,  at  the 
holding  company  level. 

(iii)  An  institution  that  is  a  subsidiary  of 
a  holding  company  may  satisfy  the 
requirement  for  audited  financial  statements 
at  the  holding  company  level  and  may  satisfy 
the  requirements  for  management’s  statement 
of  responsibilities:  management’s  assessment 
of  the  institution’s  compliance  with  the 
Federal  laws  and  regulations  pertaining  to 
insider  loans  and  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions: 
management’s  assessment  of  the  effectiveness 
of  internal  control  over  financial  reporting,  if 
applicable:  and  the  independent  public 
accountant’s  attestation  on  management’s 
assertion  as  to  the  effectiveness  of  internal 
control  over  financial  reporting,  if  applicable, 
at  the  insured  depository  institution  level. 

(iv)  An  institution  that  is  a  subsidiary  of  a 
holding  company  may  satisfy  the 
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requirements  for  audited  financial 
statements;  management’s  statement  of 
responsibilities;  and  management’s 
assessment  of  the  institution’s  compliance 
with  the  Federal  laws  and  regulations 
pertaining  to  insider  loans  and  the  Federal 
and,  if  applicable,  State  laws  and  regulations 
pertaining  to  dividend  restrictions  at  the 
insiu^d  depository  institution  level  and  may 
satisfy  the  requirements  for  the  assessment 
by  management  of  the  effectiveness  of 
internal  control  over  financial  reporting,  if 
applicable;  and  the  independent  public 
accountant’s  attestation  on  management’s 
assertion  as  to  the  effectiveness  of  internal 
control  over  financial  reporting,  if  applicable, 
at  the  holding  company  level. 

(b)  For  an  institution  with  total  assets  of  $1 
hillion  or  more  as  of  the  beginning  of  its 
fiscal  year,  the  assessment  by  management  of 
the  effectiveness  of  internal  control  over 
financial  reporting  and  the  independent 
public  accountant’s  attestation  on 
management’s  assertion  as  to  the 
effectiveness  of  internal  control  over 
financial  reporting,  if  applicable,  must  both 
be  performed  at  the  same  level,  i.e.,  either  at 
the  insured  depository  institution  level  or  at 
the  holding  company  level. 

(c)  Financial  statements  prepared  for 
regulatory  reporting  piu’poses  encompass  the 
schedules  equivalent  to  the  basic  financial 
statements  in  an  institution’s  appropriate 
regulatory  report,  e.g.,  the  bank  Consolidated 
Reports  of  Condition  and  Income  (Call 
Report)  and  the  Thrift  Financial  Report 
(TFR).  Guideline  4A  in  Appendix  A  to  part 
363  identifies  the  schedules  equivalent  to  the 
basic  financial  statements  in  the  Call  Report 
and  TFR.  When  internal  control  assessments 
and  attestations  are  performed  at  the  holding 
company  level,  the  FDIC  believes  that 
holding  companies  have  flexibility  in 
interpreting  “financial  reporting”  as  it  relates 
to  “regulatory  reporting”  and  has  not 
objected  to  several  reporting  approaches 
employed  by  holding  companies  to  cover 
“regulatory  reporting.”  Certain  holding 
companies  have  had  management’s 
assessment  and  the  accountant’s  attestation 
cover  the  schedules  equivalent  to  the  basic 
financial  statements  that  are  included  in  the 
appropriate  regulatory  report,  e.g.,  Call 
Report  and  the  TFR,  of  each  subsidiary 
institution  subject  to  part  363.  Other  holding 
companies  have  had  management’s 
assessment  and  the  accountant’s  attestation 
cover  the  schedules  equivalent  to  the  basic 
financial  statements  that  are  included  in  the 
holding  company’s  year-end  regulatory 
report  (FR  Y-9C  report)  to  the  Federal 
Reserve  Board. 

3.  Illustrative  Statements  of  Management’s 
Responsibilities.  The  following  illustrative 
statements  of  management’s  responsibilities 
satisfy  the  requirements  of  §  363.2(b)(1). 

(a)  Statement  Made  at  Insured  Depository 
Institution  Level 

Statement  of  Management’s  Responsibilities 

The  management  of  ABC  Depository 
Institution  (the  “Institution”)  is  responsible 
for  preparing  the  Institution’s  annual 
financial  statements  in  accordance  with 
generally  accepted  accounting  principles;  for 
establishing  and  maintaining  an  adequate 


internal  control  structure  and  procedures  for 
financial  reporting,  including  controls  over 
the  preparation  of  regulatory  financial 
statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report];  and  for  complying  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions. 

ABC  Depository  Institution 


John  Doe,  Chief  Executive  Officer 
Date:  _  _ _  _ 


Jane  Doe,  Chief  Financial  Officer 

Date: _ _ 

(b)  Statement  Made  at  Holding  Company 
Level 

Statement  of  Management’s  Responsibilities 
The  management  of  BCD  Holding 
Company  (the  “Company”)  is  responsible  for 
preparing  the  Company’s  annual  financial 
statements  in  accordance  with  generally 
accepted  accounting  principles;  for 
establishing  and  maintaining  an  adequate 
internal  control  structme  and  procedures  for 
financial  reporting,  including  controls  over 
the  preparation  of  regulatory  financial 
statements  in  accordance  vdth  the 
instructions  for  the  [specify  the  regulatory 
report];  and  for  complying  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions.  The  following  subsidiary 
institutions  of  the  Company  that  are  subject 
to  Part  363  are  included  in  this  statement  of 
management’s  responsibilities:  [Identify  the 
subsidiary  institutions.] 

BCD  Holding  Company 

John  Doe,  Chief  Executive  Officer 

Date:  _ 


Jane  Doe,  Chief  Financial  Officer 

Date: _ 

4.  Illustrative  Reports  on  Management’s 
Assessment  of  Compliance  with  Designated 
Laws  and  Regulations.  The  following 
illustrative  reports  on  management’s 
assessment  of  compliance  with  Designated 
Laws  and  Regulations  satisfy  the 
requirements  of  §  363.2(b)(2). 

(a)  Statement  Made  at  Insured  Depository 
Institution  Level — Compliance  With 
Designated  Laws  and  Regulations  Pertaining 
to  Insider  Loans  and  Dividend  Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 

The  management  of  ABC  Depository 
Institution  (the  “Institution”)  has  assessed 
the  Institution’s  compliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  Based  upon  its 
assessment,  management  has  concluded  that 
the  Institution  complied  with  the  Federal 
laws  and  regulations  pertaining  to  insider 


loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions  dining  the  fiscal  year  that  ended 
on  December  31,  20XX. 

ABC  Depository  Institution 

John  Doe,  Chief  Executive  Officer 

Date: _ 

Jane  Doa,  Chief  Financial  Officer 

Date: _ 

(b)  Statement  Made  at  Insured  Depository 
Institution  Level — Noncompliance  With 
Designated  Laws  and  Regulations  Pertaining 
to  Both  Insider  Loans  and  Dividend 
Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 

The  management  of  ABC  Depository 
Institution  (the  “Institution”)  has  assessed 
the  Institution’s  compliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  Based  upon  its 
assessment,  management  has  determined 
that,  because  of  the  instance(s)  of 
noncompliance  noted  below,  the  Institution 
did  not  comply  with  the  Federal  laws  and 
regulations  pertaining  to  insider  loans  and 
the  Federal  and,  if  applicable.  State  laws  and 
regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX. 

[Identify  and  describe  the  instance  or 
instances  of  noncompliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions,  including  appropriate  qualitative 
and  quantitative  information  to  describe  the 
nature,  type,  and  severity  of  the 
noncompliance  and  the  dollar  amounts  of  the 
insider  loan(s)  and  dividend(s)  involved.] 

ABC  Depository  Institution 

John  Doe,  Chief  Executive  Officer 

Date: _ _ 


Jane  Doe,  Chief  Financial  Officer 

Date: _ 

(c)  Statement  Made  at  Insured  Depository 
Institution  Level — Compliance  With 
Designated  Laws  and  Regulations  Pertaining 
to  Insider  Loans  and  Noncompliance  With 
Designated  Laws  and  Regulations  Pertaining 
to  Dividend  Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 

The  management  of  ABC  Depository 
Institution  (the  “Institution”)  has  assessed 
the  Institution’s  compliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  Based  upon  its 
assessment,  management  has  concluded  that 
the  Institution  complied  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
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loans  during  the  fiscal  year  that  ended  on 
December  31,  20XX.  Also,  based  upon  its 
assessment,  management  has  determined 
that,  because  of  the  instance(s)  of 
noncompliance  noted  below,  the  Institution 
did  not  comply  with  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  during  the 
fiscal  year  that  ended  on  December  31,  20XX. 

[Identify  and  describe  the  instance  or 
instances  of  noncompliance  with  the  Federal 
and,  if  applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions,  including 
appropriate  qualitative  and  quantitative 
information  to  describe  the  nature,  type,  and 
severity  of  the  noncompliance  and  the  dollar 
amount(s)  of  the  dividend(s)  involved.] 

ABC  Depository  Institution 


John  Doe,  Chief  Executive  Officer 
Date:  * _  _ 


Jane  Doe,  Chief  Financial  Officer 

Date: _ _ 

(d)  Statement  Made  at  Insured  Depository 
Institution  Level — Noncompliance  With 
Designated  Laws  and  Regulations  Pertaining 
to  Insider  Loans  and  Compliance  With 
Designated  Laws  and  Regulations  Pertaining 
to  Dividend  Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 

The  management  of  ABC  Depository 
Institution  (the  “Institution”)  has  assessed 
the  Institution’s  compliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  Based  upon  its 
assessment,  management  has  determined 
that,  because  of  the  instance(s)  of 
noncompliance  noted  below,  the  Institution 
did  not  comply  with  the  Federal  laws  and 
regulations  pertaining  to  insider  loans  during 
the  fiscal  year  that  ended  on  December  31, 
20XX.  Also,  based  upon  its  assessment, 
management  has  concluded  that  the 
Institution  complied  with  the  Federal  and,  if 
applicabje.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  diming  the 
fiscal  year  that  ended  on  December  31,  20XX. 

[Identify  and  describe  the  instance  or 
instances  of  noncompliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans,  including  appropriate  qualitative  and 
quantitative  information  to  describe  the 
nature,  type,  and  severity  of  the 
noncompliance  and  the  dollar  amount(s)  of 
the  insider  loanfs)  involved.] 

ABC  Depository  Institution 


John  Doe,  Chief  Executive  Officer 
Date:  _ 


Jane  Doe,  Chief  Financial  Officer 
Date: _ ’ _ 


(e)  Statement  Made  at  Holding  Company 
Level — Compliance  With  Designated  Laws 
and  Regulations  Pertaining  to  Insider  Loans 
and  Dividend  Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 
The  management  of  BCD  Holding 
Company  (the  “Company”)  has  assessed  the 
Company’s  compliance  with  the  Federal  laws 
and  regulations  pertaining  to  insider  loans 
and  the  Federal  and,  if  applicable.  State  laws 
and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  Based  upon  its 
assessment,  management  has  concluded  that 
the  Company  complied  with  the  Federal  laws 
and  regulations  pertaining  to  insider  loans 
and  the  Federal  and,  if  applicable.  State  laws 
and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  The  following 
subsidiary  institutions  of  the  Company  that 
are  subject  to  Part  363  are  included  in  this 
assessment  of  compliance  with  these 
designated  laws  and  regulations:  [Identify  the 
subsidiary  institutions.) 

BCD  Holding  Company 

John  Doe,  Chief  Executive  Officer 
Date:  _  _ 


Jane  Doe,  Chief  Financial  Officer 
Date:  _ 

(f)  Statement  Made  at  Holding  Company 
Level — Noncompliance  With  Designated 
Laws  and  Regulations  Pertaining  to  Both 
Insider  Loans  and  Dividend  Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 
The  management  of  BCD  Holding 
Company  (the  “Company”)  has  assessed  the 
Company’s  compliance  with  the  Federal  laws 
and  regulations  pertaining  to  insider  loans 
and  the  Federal  and,  if  applicable.  State  laws 
and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  The  following 
subsidiary  institutions  of  the  Company  that 
are  subject  to  Part  363  are  included  in  this 
assessment  of  compliance  with  these 
designated  laws  and  regulations:  [Identify  the 
subsidiary  institutions.] 

Based  upon  its  assessment,  management 
has  determined  that,  because  of  the 
instance(s)  of  noncompliance  noted  below, 
the  Company  did  not  comply  with  the 
Federal  laws  and  regulations  pertaining  to 
insider  loans  and  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  during  the 
fiscal  year  that  ended  on  December  31,  20XX. 

[Identify  and  describe  the  instance  or 
instances  of  noncompliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions,  including  appropriate  qualitative 
and  quantitative  information  to  identify  the 
subsidiary  institutions  of  the  Company  that 
are  subject  to  Part  363  that  had  instances  of 
noncompliance  and  describe  the  nature,  type, 
and  severity  of  the  noncompliance  and  the 


dollar  amount(s)  of  the  insider  loan(s)  and 
dividend(s)  involved.] 

BCD  Holding  Company 

John  Doe,  Chief  Executive  Officer 
Date: _  .  _ 


Jane  Doe,  Chief  Financial  Officer 

Date:  _ 

(g)  Statement  Made  at  Holding  Company 
Level — Compliance  With  Designated  Laws 
and  Regulations  Pertaining  to  Insider  Loans 
and  Noncompliance  With  Designated  Laws 
and  Regulations  Pertaining  to  Dividend 
Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 
The  management  of  BCD  Holding 
Company  (the  “Company”)  has  assessed  the 
Company’s  compliance  with  the  Federal  laws 
and  regulations  pertaining  to  insider  loans 
and  the  Federal  and,  if  applicable,  State  laws 
and  regulations  pertaining  to  dividend 
restrictions  during  the  fiscal  year  that  ended 
on  December  31,  20XX.  The  following 
subsidiary  institutions  of  the  Company  that 
are  subject  to  Part  363  are  included  in  this 
assessment  of  compliance  with  these 
designated  laws  and  regulations:  [Identify  the 
subsidiary  institutions.] 

Based  upon  its  assessment,  management 
has  concluded  that  the  Company  complied 
with  the  Federal  laws  and  regulations 
pertaining  to  insider  loans  during  the  fiscal 
year  that  ended  on  December  31,  20XX.  Also, 
based  upon  its  assessment,  management  has 
determined  that,  because  of  the  instance(s)  of 
noncompliance  noted  below,  the  Company 
did  not  comply  with  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  during  the 
fiscal  year  that  ended  on  December  31,  20XX. 

[Identify  and  describe  the  instance  or 
instances  of  noncompliance  with  the  Federal 
and,  if  applicable.  State  lavys  and  regulations 
pertaining  to  dividend  restrictions,  including 
appropriate  qualitative  and  quantitative 
information  to  identify  the  subsidiary 
institutions  of  the  Company  that  are  subject 
to  Part  363  that  had  instances  of 
noncompliance  and  describe  the  nature,  type, 
and  severity  of  the  noncompliance  and  the 
dollar  amount(s)  of  the  dividend(s)  involved.] 
BCD  Holding  Company 

John  Doe,  Chief  Executive  Officer 

Date:  _  _ 


Jane  Doe,  Chief  Financial  Officer 

Date:  _  _ 

(h)  Statement  Made  at  Holding  Company 
Level — ^Noncompliance  With  Designated 
Laws  and  Regulations  Pertaining  to  Insider 
Loans  and  Compliance  With  Designated 
Laws  and  Regulations  Pertaining  to  Dividend 
Restrictions 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 
The  management  of  BCD  Holding 
Company  (the  “Company”)  has  assessed  the 
Company’s  compliance  with  the  Federal  laws 
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and  regulations  pertaining  to  insider  loans 
and  the  Federal  and,  if  applicable,  State  laws 
and  regulations  pertaining  to  dividend 
restrictions  during  the  hscal  year  that  ended 
on  December  31,  20XX.  The  following 
subsidiary  institutions  of  the  Company  that 
are  subject  to  Part  363  are  included  in  this 
assessment  of  compliance  with  these 
designated  laws  and  regulations;  [Identify  the 
subsidiary  institutions.] 

Based  upon  its  assessment,  management 
has  determined  that,  because  of  the 
instance(s)  of  noncompliance  noted  below, 
the  Company  did  not  comply  with  the 
Federal  laws  and  regulations  pertaining  to 
insider  loans  during  the  hscal  year  that 
ended  on  December  31,  20XX.  Also,  based 
upon  its  assessment,  management  has 
concluded  that  the  Company  complied  with 
the  Federal  and,  if  applicable.  State  laws  and 
regulations  pertaining  to  dividend 
restrictions  during  the  hscal  year  that  ended 
on  December  31,  20XX. 

[Identify  and  describe  the  instance  or 
instances  of  noncompliance  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans,  including  appropriate  qualitative  and 
quantitative  information  to  identify  the 
subsidiary  institutions  of  the  Company  that 
are  subject  to  Part  363  that  had  instances  of 
noncompliance  and  describe  the  nature,  type, 
and  severity  of  the  noncompliance  and  the 
dollar  amountfs)  of  the  insider  ioan(s) 
involved.] 

BCD  Holding  Company 

John  Doe,  Chief  Executive  Officer 

Date: _ 

Jane  Doe,  Chief  Financial  Officer 

Date: _ 

5.  Illustrative  Reports  on  Management's 
Assessment  of  Internal  Control  Over 
Financial  Reporting.  The  following 
illustrative  reports  on  management’s 
assessment  of  internal  control  over  hnancial 
reporting  satisfy  the  requirements  of 
§  363.2(b)(3). 

(a)  Statement  Made  at  Insmed  Depository 
Institution  Level — No  Material  Weaknesses 

Management’s  Assessment  of  Internal 
Control  Over  Financial  Reporting 

ABC  Depository  Institution’s  (the 
“Institution”)  internal  control  over  hnancial 
reporting  is  a  process  effected  by  those 
charged  with  governance,  management,  and 
other  personnel,  designed  to  provide 
reasonable  assurance  regarding  the  reliability 
of  hnancial  reporting  and  the  preparation  of 
reliable  hnancial  statements  in  accordance 
with  accounting  principles  generally 
accepted  in  the  United  States  of  America  and 
hnancial  statements  for  regulatory  reporting 
purposes,  i.e.,  [specify  the  regulatory 
reports).  The  Institution’s  internal  control 
over  hnancial  reporting  includes  those 
policies  and  procedures  that  (1)  pertain  to  the 
maintenance  of  records  that,  in  reasonable 
detail,  accurately  and  fairly  rehect  the 
transactions  and  dispositions  of  the  assets  of 
the  Institution;  (2)  provide  reasonable 
assurance  that  transactions  are  recorded  as 
necessary  to  permit  preparation  of  hnancial 


statements  in  accordance  with  accovmting 
principles  generally  accepted  in  the  United 
States  of  America  and  hnancial  statements 
for  regulatory  reporting  purposes,  and  that 
receipts  and  expenditures  of  the  Institution 
are  being  made  only  in  accordance  with 
authorizations  of  management  and  directors 
of  the  Institution;  and  (3)  provide  reasonable 
assurance  regarding  prevention,  or  timely 
detection  and  correction  of  unauthorized 
acquisition,  use,  or  disposition  of  the 
Institution’s  assets  that  could  have  a  material 
effect  on  the  hnancial  statements. 

Because  of  its  inherent  limitations,  internal 
control  over  hnancial  reporting  may  not 
prevent,  or  detect  and  correct  misstatements. 
Also,  projections  of  any  evaluation  of 
effectiveness  to  future  periods  are  subject  to 
the  risk  that  controls  may  become  inadequate 
because  of  changes  in  conditions,  or  that  the 
degree  of  compliance  with  the  policies  and 
procedures  may  deteriorate. 

Management  is  responsible  for  establishing 
and  maintaining  effective  internal  control 
over  hnancial  reporting  including  controls 
over  the  preparation  of  regulatory  hnancial 
statements.  Management  assessed  the 
effectiveness  of  the  Institution’s  internal 
control  over  hnancial  reporting,  including 
controls  over  the  preparation  of  regulatory 
hnancial  statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report],  as  of  December  31,  20XX,  based  on 
the  framework  set  forth  by  the  Committee  of 
Sponsoring  Organizations  of  the  Treadway 
Commission  in  Internal  Control — Integrated 
Framework.  Based  upon  its  assessment, 
management  has  concluded  that,  as  of 
December  31,  20XX,  the  Institution’s  internal 
control  over  hnancial  reporting,  including 
controls  over  the  preparation  of  regulatory 
hnancial  statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report],  is  effective  based  on  the  criteria 
established  in  Internal  Control — Integrated 
Framework. 

Management’s  assessment  of  the 
effectiveness  of  internal  control  over 
hnancial  reporting,  including  controls  over 
the  preparation  of  regulatory  hnancial 
statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report),  as  of  December  31,  20XX,  has  been 
audited  by  [name  of  auditing  hrm],  an 
independent  public  accormting  hrm,  as 
stated  in  their  report  dated  March  XX,  20XY. 
ABC  Depository  Institution 

John  Doe,  Chief  Executive  Officer 
Date:  _ 


Jane  Doe,  Chief  Financial  Officer 

Date: _ 

(b)  Statement  Made  at  Insured  Depository 
Institution  Level — One  or  More  Material 
Weaknesses 

Management’s  Assessment  of  Internal 
Control  Over  Financial  Reporting 
ABC  Depository  Institution’s  (the 
"Institution”)  internal  control  over  hnancial 
reporting  is  a  process  effected  by  those 
charged  with  governance,  management,  and 
other  personnel,  designed  to  provide 


reasonable  assurance  regarding  the  reliability 
of  hnancial  reporting  and  the  preparation  of 
reliable  hnancial  statements  in  accordance 
with  accounting  principles  generally 
accepted  in  the  United  States  of  America  and 
hnancial  statements  for  regulatory  reporting 
purposes,  i.e.,  [specify  the  regulatory 
reports).  The  Institution’s  internal  control 
over  hnancial  reporting  includes  those 
policies  and  procedures  that  (1)  pertain  to  the 
maintenance  of  records  that,  in  reasonable 
detail,  accurately  and  fairly  rehect  the 
transactions  and  dispositions  of  the  assets  of 
the  Institution;  (2)  provide  reasonable 
assurance  that  transactions  are  recorded  as 
necessary  to  permit  preparation  of  hnancial 
statements  in  accordance  with  accounting 
principles  generally  accepted  in  the  United 
States  of  America  and  hnancial  statements 
for  regulatory  reporting  purposes,  and  that 
receipts  and  expenditures  of  the  Institution 
are  being  made  only  in  accordance  with 
authorizations  of  management  and  directors 
of  the  Institution;  and  (3)  provide  reasonable 
assurance  regarding  prevention,  or  timely 
detection  and  correction  of  unauthorized 
acquisition,  use,  or  disposition  of  the 
Institution’s  assets  that  could  have  a  material 
effect  on  the  hnancial  statements. 

Because  of  its  inherent  limitations,  internal 
control  over  hnancial  reporting  may  not 
prevent,  or  detect  and  correct  misstatements. 
Also,  projections  of  any  evaluation  of 
effectiveness  to  future  periods  are  subject  to 
the  risk  that  controls  may  become  inadequate 
because  of  changes  in  conditions,  or  that  the 
degree  of  compliance  with  the  policies  and 
procedures  may  deteriorate. 

Management  is  responsible  for  establishing 
and  maintaining  effective  internal  control 
over  hnancial  reporting  including  controls 
over  the  preparation  of  regulatory  hnancial 
statements.  Management  assessed  the 
effectiveness  of  the  Institution’s  internal 
control  over  hnancial  reporting,  including 
controls  over  the  preparation  of  regulatory 
hnancial  statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report],  as  of  December  31,  20XX,  based  on 
the  framework  set  forth  by  the  Committee  of 
Sponsoring  Organizations  of  the  Treadway 
Commission  in  Internal  Control — Integrated 
Framework.  Because  of  the  material 
weakness  (or  weaknesses)  noted  below, 
management  determined  that  the  Institution’s 
internal  control  over  hnancial  reporting, 
including  controls  over  the  preparation  of 
regulatory  hnancial  statements  in  accordance 
with  the  instructions  for  the  [specify  the 
regulatory  report],  was  not  effective  as  of 
December  31,  20XX. 

[Identify  and  describe  the  material 
weakness  or  weaknesses.) 

Management’s  assessment  of  the 
effectiveness  of  internal  control  over 
hnancial  reporting,  including  controls  over 
the  preparation  of  regulatory  hnancial 
statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report],  as  of  December  31,  20XX,  has  been 
audited  by  [name  of  auditing  hrm],  an 
independent  public  accounting  hrm,  as 
stated  in  their  report  dated  March  XX,  20XY. 
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ABC  Depository  Institution 

John  Doe,  Chief  Executive  Officer 

Date:  _  _ 

Jane  Doe,  Chief  Financial  Officer 

Date:  _ _ _ 

(c)  Statement  Made  at  Holding  Company 
Level — No  Material  Weaknesses 

Management’s  Assessment  of  Internal 
Control  Over  Financial  Reporting 

BCD  Holding  Company’s  (the  “Company”) 
internal  control  over  financial  reporting  is  a 
process  designed  and  effected  by  those 
charged  with  governance,  management,  and 
other  personnel,  to  provide  reasonable 
assurance  regarding  the  reliability  of 
financial  reporting  and  the  preparation  of 
reliable  financial  statements  in  accordance 
with  accounting  principles  generally 
accepted  in  the  United  States  of  America  and 
financial  statements  for  regulatory  reporting 
purposes,  i.e.,  (specify  the  regulatory 
reports].  The  Company’s  internal  control  over 
financial  reporting  includes  those  policies 
and  procedures  that  (1)  pertain  to  the 
maintenance  of  records  that,  in  reasonable 
detail,  accurately  and  fairly  reflect  the 
transactions  and  dispositions  of  the  assets  of 
the  Company;  (2)  provide  reasonable 
assurance  that  transactions  are  recorded  as 
necessary  to  permit  preparation  of  financial 
statements  in  accordance  with  accounting 
principles  generally  accepted  in  the  United 
States  of  America  and  financial  statements 
for  regulatory  reporting  purposes,  and  that 
receipts  and  expenditures  of  the  Company 
are  being  made  only  in  accordance  with 
authorizations  of  management  and  directors 
of  the  Company;  and  (3)  provide  reasonable 
assurance  regarding  prevention,  or  timely 
detection  and  correction  of  unauthorized 
acquisition,  use,  or  disposition  of  the 
Company’s  assets  that  could  have  a  material 
effect  on  the  finemcial  statements. 

Because  of  its  inherent  limitations,  internal 
control  over  financial  reporting  may  not 
prevent,  or  detect  and  correct  misstatements. 
Also,  projections  of  any  evaluation  of 
effectiveness  to  future  periods  are  subject  to 
the  risk  that  controls  may  become  inadequate 
because  of  changes  in  conditions,  or  that  the 
degree  of  compliance  with  the  policies  and 
procedures  may  deteriorate. 

Management  is  responsible  for  establishing 
and  maintaining  effective  internal  control 
over  financial  reporting  including  controls 
over  the  preparation  of  regulatory  financial 
statements.  Management  assessed  the 
effectiveness  of  the  Company’s  internal 
control  over  financial  reporting,  including 
controls  over  the  preparation  of  regulatory 
financial  statements  in  accordance  with  the 
instructions  for  the  (specify  the  regulatory 
report],  as  of  December  31,  20XX,  based  on 
the  framework  set  forth  by  the  Committee  of 
Sponsoring  Organizations  of  the  Treadway 
Commission  in  Internal  Control — Integrated 
Framework.  Based  on  that  assessment, 
management  concluded  that,  as  of  December 
31,  20XX,  the  Company’s  internal  control 
over  financial  reporting,  including  controls 
over  the  preparation  of  regulatory  financial 


statements  in  accordance  with  the 
instructions  for  the  (specify  the  regulatory 
report],  is  effective  based  on  the  criteria 
established  in  Internal  Control — Integrated 
Framework.  The  following  subsidiary 
institutions  of  the  Company  that  are  subject 
to  Part  363  are  included  in  this  assessment 
of  the  effectiveness  of  internal  control  over 
financial  reporting:  (Identify  the  subsidiary 
institutions.] 

Management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financial  reporting,  including  controls  over 
the  preparation  of  regulatory  financial 
statements  in  accordance  with  the 
instructions  for  the  (specify  the  regulatory 
report],  as  of  December  31,  20XX,  has  been 
audited  by  (name  of  auditing  firm],  an 
independent  public  accounting  firm,  as 
stated  in  their  report  dated  March  XX,  20XY. 

BCD  Holding  Company 


John  Doe,  Chief  Executive  Officer 
Date:  _ 


Jane  Doe,  Chief  Financial  Officer 
Date: _ 

(d)  Statement  Made  at  Holding  Company 
Level — One  or  More  Material  Weaknesses 

Management’s  Assessment  of  Internal 
Control  Over  Financial  Reporting 

BCD  Holding  Company’s  (the  "Company”) 
internal  control  over  financial  reporting  is  a 
process  effected  by  those  charged  with 
governance,  management,  and  other 
personnel,  designed  to  provide  reasonable 
assurance  regarding  the  reliability  of 
financial  reporting  and  the  preparation  of 
reliable  financial  statements  in  accordance 
with  accounting  principles  generally 
accepted  in  the  United  States  of  America  and 
financial  statements  for  regulatory  reporting 
purposes,  i.e.,  (specify  the  regulatory 
reports].  The  Company’s  internal  control  over 
financial  reporting  includes  those  policies 
and  procedures  that  (1)  pertain  to  the 
maintenance  of  records  that,  in  reasonable 
detail,  accurately  and  fairly  reflect  the 
transactions  and  dispositions  of  the  assets  of 
the  Company;  (2)  provide  reasonable 
assurance  that  transactions  are  recorded  as 
necessary  to  permit  preparation  of  financial 
statements  in  accordance  with  accounting 
principles  generally  accepted  in  the  United 
States  of  America  and  financial  statements 
for  regulatory  reporting  purposes,  and  that 
receipts  and  expenditiues  of  the  Company 
are  being  made  only  in  accordance  with 
authorizations  of  management  and  directors 
of  the  Company;  and  (3)  provide  reasonable 
assurance  regarding  prevention,  or  timely 
detection  and  correction  of  unauthorized 
acquisition,  use,  or  disposition  of  the 
Company’s  assets  that  could  have  a  material 
effect  on  the  financial  statements. 

Because  of  its  inherent  limitations,  internal 
control  over  financial  reporting  may  not 
prevent,  or  detect  and  correct  misstatements. 
Also,  projections  of  any  evaluation  of 
effectiveness  to  future  periods  are  subject  to 
the  risk  that  controls  may  become  inadequate 
because  of  changes  in  conditions,  or  that  the 


degree  of  compliance  with  the  policies  and 
procedures  may  deteriorate. 

Management  is  responsible  for  establishing 
and  maintaining  effective  internal  control 
over  financial  reporting  including  controls 
over  the  preparation  of  regulatory  financial 
statements.  Management  assessed  the 
effectiveness  of  the  Company’s  internal 
control  over  financial  reporting,  including 
controls  over  the  preparation  of  regulatory 
financial  statements  in  accordance  with  the 
instructions  for  the  (specify  the  regulatory 
report],  as  of  December  31,  20XX,  based  on 
the  framework  set  forth  by  the  Committee  of 
Sponsoring  Organizations  of  the  Treadway 
Commission  in  Internal  Control — Integrated 
Framework.  Because  of  the  material 
weakness  (or  weaknesses)  noted  below, 
management  determined  that  the  Company’s 
internal  control  over  financial  reporting, 
including  controls  over  the  preparation  of 
regulatory  financial  statements  in  accordance 
with  the  instructions  for  the  (specify  the 
regulatory  report],  was  not  effective  as  of 
December  31,  20XX.  The  following 
subsidiary  institutions  of  the  Company  that 
are  subject  to  Part  363  are  included  in  this 
assessment  of  the  effectiveness  of  internal 
control  over  financial  reporting:  (Identify  the 
subsidiary  institutions.] 

(Identify  and  describe  the  material 
weakness  or  weaknesses.] 

Management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financial  reporting,  including  controls  over 
the  preparation  of  regulatory  financial 
statements  in  accordance  with  the 
instructions  for  the  (specify  the  regulatory 
report],  as  of  December  31,  20XX,  has  been 
audited  by  (name  of  auditing  firm],  an 
independent  public  accounting  firm,  as 
stated  in  their  report  dated  March  XX,  20XY. 
BCD  Holding  Company 

John  Doe,  Qiief  Executive  Officer 

Date:  _ 

Jane  Doe,  Chief  Financial  Officer 
Date:  _ 

6.  Illustrative  Management  Report — 
Combined  Statement  of  Management’s 
Responsibilities,  Report  on  Management’s 
Assessment  of  Compliance  With  Designated 
Laws  and  Regulations,  and  Report  on 
Management’s  Assessment  of  Interna! 

Control  Over  Financial  Reporting,  if 
applicable.  The  following  illustrative 
management  reports  satisfy  the  requirements 
of  §§  363.2(b)(1),  (2),  and  (3). 

(a)  Management  Report  Made  at  Insured 
Depository  Institution  Level — Compliance 
With  Designated  Laws  and  Regulations 
Pertaining  to  Insider  Loans  and  Dividend 
Restrictions  and  No  Material  Weaknesses  in 
Internal  Control  Over  Financial  Reporting 

Management  Report 

Statement  of  Management’s  Responsibilities 

The  management  of  ABC  Depository 
Institution  (the  “Institution”)  is  responsible 
for  preparing  the  Institution’s  annual 
financial  statements  in  accordance  with 
generally  accepted  accounting  principles;  for 
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establishing  and  maintaining  an  adequate 
internal  control  structure  and  procedures  for 
financial  reporting,  including  controls  over 
the  preparation  of  regulatory  financial 
statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report];  and  for  complying  withlhe  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions. 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 

The  management  of  the  Institution  has 
assessed  the  Institution’s  compliance  with 
the  Federal  laws  and  regulations  pertaining 
to  insider  loans  and  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  during  the 
fiscal  year  that  ended  on  December  31,  20XX. 
Based  upon  its  assessment,  management  has 
concluded  that  the  Institution  complied  with 
the  Federal  laws  and  regulations  pertaining 
to  insider  loans  and  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  during  the 
fiscal  year  that  ended  on  December  31,  20XX. 

Management’s  Assessment  of  Internal 
Control  Over  Financial  Reporting 
The  Institution’s  internal  control  over 
hnancial  reporting  is  a  process  effected  by 
those  charged  with  governance,  management, 
and  other  personnel,  designed  to  provide 
reasonable  assurance  regarding  the  reliability 
of  financial  reporting  and  the  preparation  of 
reliable  financial  statements  in  accordance 
with  accounting  principles  generally 
accepted  in  the  United  States  of  America  and 
financial  statements  for  regulatory  reporting 
purposes,  i.e.,  [specify  the  regulatory 
reports].  The  Institution’s  internal  control 
over  financial  reporting  includes  those 
policies  and  procedures  that  (1)  pertain  to  the 
maintenance  of  records  that,  in  reasonable 
detail,  accurately  and  fairly  reflect  the 
transactions  and  dispositions  of  the  assets  of 
the  Institution;  (2)  provide  reasonable 
assurance  that  transactions  are  recorded  as 
necessary  to  permit  preparation  of  financial 
statements  in  accordance  with  accounting 
principles  generally  accepted  in  the  United 
States  of  America  and  financial  statements 
for  regulatory  reporting  purposes,  and  that 
receipts  and  expenditures  of  the  Institution 
are  being  made  only  in  accordance  with 
authorizations  of  management  and  directors 
of  the  Institution;  and  (3)  provide  reasonable 
assurance  regarding  prevention,  or  timely 
detection  and  correction  of  unauthorized 
acquisition,  use,  or  disposition  of  the 
Institution’s  assets  that  could  have  a  material 
effect  on  the  financial  statements. 

Because  of  its  inherent  limitations,  internal 
control  over  financial  reporting  may  not 
prevent,  or  detect  and  correct  misstatements. 
Also,  projections  of  any  evaluation  of 
effectiveness  to  future  periods  are  subject  to 
the  risk  that  controls  may  become  inadequate 
because  of  changes  in  conditions,  or  that  the 
degree  of  compliance  with  the  policies  and 
procedures  may  deteriorate. 

Management  assessed  the  effectiveness  of 
the  Institution’s  internal  control  over 
financial  reporting,  including  controls  over 


the  preparation  of  regulatory  financial 
statements  in  accordance  with  the 
instructions  fpr  the  [specify  the  regulatory 
report],  as  of  December  31,  20XX,  based  on 
the  framework  set  forth  by  the  Committee  of 
Sponsoring  Organizations  of  the  Treadway 
Commission  in  Internal  Control — Integrated 
Framework. 

Based  upon  its  assessment,  management 
has  concluded  that,  as  of  December  31,  20XX, 
the  Institution’s  internal  control  over 
financial  reporting,  including  controls  over 
the  preparation  of  regulatory  financial 
statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report],  is  effective  based  on  the  criteria 
established  in  Internal  Control — Integrated 
Framework. 

Management’s  assessment  of  the 
effectiveness  of  internal  control  over 
financid  reporting,  including  controls  over 
the  preparation  of  regulatory  financial 
statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report],  as  of  December  31,  20XX,  has  been 
audited  by  [name  of  auditing  firm],  an 
independent  public  accounting  firm,  as 
stated  in  their  report  dated  March  XX,  20XY. 

ABC  Depository  Institution 

John  Doe,  Chief  Executive  Officer 

Date: _ 

Jane  Doe,  Chief  Financial  Officer 

Date: _ 

(b)  Management  Report  Made  at  Holding 
Company  Level — Compliance  With 
Designated  Laws  and  Regulations  Pertaining 
to  Insider  Loans  and  Dividend  Restrictions 
and  No  Material  Weaknesses  in  Internal 
Control  Over  Financial  Reporting 

Management  Report 

[Instruction — ^The  following  illustrative 
introductory  paragraph  for  the  management 
rpport  is  applicable  only  if  the  same  group  of 
subsidiary  institutions  of  the  holding 
company  that  are  subject  to  Part  363  are 
included  in  all  three  components  of  the 
management  report  required  by  Part  363:  the 
statement  of  management’s  responsibilities, 
the  report  on  management’s  assessment  of 
compliance  with  the  Designated  Laws  and 
Regulations  pertaining  to  insider  loans  and 
dividend  restrictions,  and  the  report  on 
management’s  assessment  of  internal  control 
over  financial  reporting.] 

In  this  management  report,  the  following 
subsidiary  institutions  of  the  BCD  Holding 
Company  (the  “Company”)  that  are  subject  to 
Part  363  are  included  in  the  statement  of 
management’s  responsibilities;  the  report  on 
management’s  assessment  of  compliance 
with  the  Federal  laws  and  regulations 
pertaining  to  insider  loans  and  the  Federal 
and,  if  applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions;  and  the 
report  on  management’s  assessment  of 
internal  control  over  financial  reporting: 
[Identify  the  subsidiary  institutions.] 

[Instruction — ^The  following  illustrative 
introductory  paragraph  for  the  management 
report  is  applicable  if  the  same  group  of 
subsidiary  institutions  of  the  holding 


company  that  are  subject  to  Part  363  are 
included  in  the  statement  of  management’s 
responsibilities  and  management’s 
assessment  of  compliance  with  the 
Designated  Laws  and  Regulations  pertaining 
to  insider  loans  and  dividend  restrictions, 
but  only  some  of  the  subsidiary  institutions 
in  the  group  are  included  in  management’s 
assessment  of  internal  control  over  financial 
reporting.] 

In  this  management  report,  the  following 
subsidiary  institutions  of  BCD  Holding 
Company  (the  “Company”)  that  are  subject  to 
Part  363  are  included  in  the  statement  of 
management’s  responsibilities  and  the  report 
on  management’s  assessment  of  compliance 
with  the  Federal  laws  and  regulations 
pertaining  to  insider  loans  and  the  Federal 
and,  if  applicable.  State,  laws  and  regulations 
pertaining  to  dividend  restrictions:  [Identify 
the  subsidiary  institutions.]  In  addition,  the 
following  subsidiary  institutions  of  the 
Company  that  are  subject  to  Part  363  are 
included  in  the  report  on  management’s 
assessment  of  internal  control  over  financial 
reporting:  [Identify  the  subsidiary 
institutions.] 

Statement  of  Management’s  Responsibilities 

The  management  of  the  Company  is 
responsible  for  preparing  the  Company’s 
annual  financial  statements  in  accordance 
with  generally  accepted  accounting 
principles;  for  establishing  and  maintaining 
an  adequate  internal  control  structure  and 
procedures  for  financial  reporting,  including 
controls  over  the  preparation  of  regulatory 
financial  statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report];  and  for  complying  with  the  Federal 
laws  and  regulations  pertaining  to  insider 
loans  and  the  Federal  and,  if  applicable.  State 
laws  and  regulations  pertaining  to  dividend 
restrictions. 

Management’s  Assessment  of  Compliance 
With  Designated  Laws  and  Regulations 

The  management  of  the  Company  has 
assessed  the  Company’s  compliance  with  the 
Federal  laws  and  regulations  pertaining  to 
insider  loans  and  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  during  the 
fiscal  year  that  ended  on  December  31,  20XX. 
Based  upon  its  assessment,  management  has 
concluded  that  the  Company  complied  with 
the  Federal  laws  and  regulations  pertaining- 
to  insider  loans  and  the  Federal  and,  if 
applicable.  State  laws  and  regulations 
pertaining  to  dividend  restrictions  during  the 
fiscal  year  that  ended  on  December  31,  20XX. 

Management’s  Assessment  of  Internal 
Control  Over  Financial  Reporting 

The  Company’s  internal  control  over 
financial  reporting  is  a  process  effected  by 
those  charged  with  governance,  management, 
and  other  personnel,  designed  to  provide 
reasonable  assurance  regarding  the  reliability 
of  financial  reporting  and  the  preparation  of 
reliable  financial  statements  in  accordance 
with  accounting  principles  generally 
accepted  in  the  United  States  of  America  and 
financial  statements  for  regulatory  reporting 
purposes,  i.e.,  [specify  the  regulatory 
reports].  The  Company’s  internal  control  over 
financial  reporting  includes  those  policies 
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and  procedures  that  (1)  pertain  to  the 
maintenance  of  records  that,  in  reasonable 
detail,  accurately  and  fairly  reflect  the 
transactions  and  dispositions  of  the  assets  of 
the  Company;  (2)  provide  reasonable 
assurance  that  transactions  are  recorded  as 
necessary  to  permit  preparation  of  hnancial 
statements  in  accordance  with  accounting 
principles  generally  accepted  in  the  United 
States  of  America  and  hnancial  statements 
for  regulatory  reporting  purposes,  and  that 
receipts  and  expenditures  of  the  Company 
are  being  made  only  in  accordance  with 
authorizations  of  management  and  directors 
of  the  Company;  and  (3)  provide  reasonable 
assurance  regarding  prevention,  or  timely 
detection  and  correction  of  unauthorized 
acquisition,  use,  or  disposition  of  the 
Company’s  assets  that  could  have  a  material 
effect  on  the  hnancial  statements. 

Because  of  its  inherent  limitations,  internal 
control  over  hnancial  reporting  may  not 
prevent,  or  detect  and  correct  misstatements. 
Also,  projections  of  any  evaluation  of 
effectiveness  to  future  periods  are  subject  to 
the  risk  that  controls  may  become  inadequate 
because  of  changes  in  conditions,  or  that  the 
degree  of  compliance  with  the  policies  and 
procedures  may  deteriorate. 

Management  assessed  the  effectiveness  of 
the  Company’s  internal  control  over  hnancial 
reporting,  including  controls  over  the 
preparation  of  regulatory  hnancial  statements 
in  accordance  with  the  instructions  for  the 
[specify  the  regulatory  report],  as  of 
December  31,  20XX,  based  on  the  framework 
set  forth  by  the  Committee  of  Sponsoring 
Organizations  of  the  Treadway  Commission 


in  Internal  Control — Integrated  Framework. 
Based  upon  its  assessment,  management  has 
concluded  that,  as  of  December  31,  20XX,  the 
Company’s  internal  control  over  hnancial 
reporting,  including  controls  over  the 
preparation  of  regulatory  hnancial  statements 
in  accordance  with  the  instructions  for  the 
[specify  the  regulatory  report],  is  effective 
based  on  the  criteria  established  in  Internal 
Control — Integrated  Framework. 

Management’s  assessment  of  the 
effectiveness  of  internal  control  over 
hnancial  reporting,  including  controls  over 
the  preparation  of  regulatory  hnancial 
statements  in  accordance  with  the 
instructions  for  the  [specify  the  regulatory 
report],  as  of  December  31,  20XX,  has  been 
audited  by  [name  of  auditing  hrm],  an 
independent  public  accounting  hrm,  as 
stated  in  their  report  dated  March  XX,  20XY. 
BCD  Holding  Company 


John  Doe,  Chief  Executive  Officer 
Date: _ 


Jane  Doe,  Chief  Financial  Officer 

Date: _ 

7.  Illustrative  Cover  Letter — Compliance  by 
Holding  Company  Subsidiaries.  The 
following  illustrative  cover  letter  satisfies  the 
requirements  of  guideline  3,  Compliance  by 
Holding  Company  Subsidiaries,  of  Appendix 
A  to  part  363. 

To:  (Appropriate  FDIC  Regional  or  Area 
Office)  Division  of  Supervision  and 


Consumer  Protection,  FDIC,  and 
(Appropriate  District  or  Regional  Office 
of  the  I^imary  Federal  Regulator(s),  if 
not  the  FDIC),  and 

(Appropriate  State  Bank  Supervisor(s),  if 
applicable) 

Dear  [Insert  addressees): 

BCD  Holding  Company  (the  “Company”)  is 
hling  two  copies  of  the  Part  363  Annual 
Report  for  the  hscal  year  ended  December  31, 
20XX,  on  behalf  of  its  insured  depository 
institution  subsidiaries  listed  in  the  chart 
below  that  are  subject  to  Part  363.  The  Part 
363  Annual  Report  contains  audited 
comparative  annual  hnancial  statements,  the 
independent  public  accountant’s  report  on 
the  audited  hnancial  statements, 
management’s  statement  of  responsibilities, 
management’s  assessment  of  compliance 
with  the  Designated  Laws  and  Regulations 
pertaining  to  insider  loans  and  dividend 
restrictions,  and  [if  applicable]  management’s 
assessment  of  and  the  independent  public 
accountant’s  attestation  report  on  internal 
control  over  hnancial  reporting.  The  chart 
below  also  indicates  the  level  (institution  or 
holding  company)  at  which  the  requirements 
of  Part  363  are  being  satished  for  each  listed 
insured  depository  institution  subsidiary.  [If 
applicable]  The  Company’s  other  insured 
depository  institution  subsidiaries  that  are 
subject  to  Part  363,  which  comply  with  all  of 
the  Part  363  annual  reporting  requirements  at 
the  institution  level,  have  hied  [or  will  hie] 
their  Part  363  Annual  Reports  separately. 


Institutions  subject  to 
Part  363 

Audited  financial 
statements 

Management’s 
statement  of 
responsibilities 

Management’s  as¬ 
sessment  of  compli-  1 
ance  with  designated 
laws  and  regulations 

Management’s 
internal  control  j 

assessment 

Independent  auditor’s 
internal  control 
attestation  report 

ABC  Depository  Insti¬ 
tution. 

DEF  Depository  Insti¬ 
tution. 

Holding  Company 
Level. 

Holding  Company 
Level. 

Holding  Company 
Level. 

Institution  Level . 

Holding  Company 
Level. 

Institution  Level . 

Holding  Company 
Level. 

Institution  Level . 

Holding  Company 
Level. 

Institution  Level. 

If  you  have  any  questions  regarding  the 
annual  report  [or  reports]  of  the  Company’s 
insured  depository  institution  subsidicuies 
subject  to  Part  363  or  if  you  need  any  further 
information,  you  may  contact  me  at  987- 
654-3210. 

BCD  Holding  Company 


Date:  ■ _ _ 

[Insert  officer’s  name  and  title.] 

Dated  at  Washington,  DC,  this  13th  day  of 
July  2009. 


By  order  of  the  Board  of  Directors. 

Valerie  J.  Best, 

Assistant  Executive  Secretary.  Federal 
Deposit  Insurance  Corporation. 

[FR  Doc.  E9-17009  Filed  7-17-09;  8:45  am] 
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H.R.  1777/P.L.  111-39 

To  make  technical  corrections 
to  the  Higher  Education  Act  of 
1965,  and  for  other  purposes. 
(July  1,  2009;  123  Stat.  1934) 


S.  614/P.L.  111-40 

To  award  a  Congressional 
Gold  Medal  to  the  Women 
Airforce  Service  Pilots 
(“WASP”).  (July  1,  2009;  123 
Stat.  1958) 
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